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CLINICAL  LABORATORY  IMPROVEMENT  ACT  OF  1978 


March  24,  1978. — Ordered  to  be  printed 


Mr.  Staggers,  from  the  Committee  on  Interstate  and  Foreign 
Commerce,  submitted  the  following 

REPOET 

together  with 
DISSENTING  AND  SEPARATE  VIEWS 

[To  accompany  H.R.  1909  which  on  February  9,  1978,  was  referred  jointly  to 
the  Committee  on  Interstate  and  Foreign  Commerce  and  the  Committee  on 
Ways  and  Means] 

[Including  Cost  Estimate  of  the  Congressional  Budget  Office] 

The  Committee  on  Interstate  and  Foreign  Commerce,  to  whom  was 
referred  the  bill  (H.R.  10909)  to  amend  the  Public  Health  Service 
Act  to  revise  and  strengthen  the  program  under  that  act  for  national 
standards  for  and  licensing  of  clinical  laboratories,  to  amend  the 
Social  Security  Act  to  require  laboratories  providing  services  financed 
under  titles  XVIII  and  XIX  of  such  act  to  meet  the  requirements  of 
such  program,  and  for  other  purposes,  having  considered  the  same, 
report  favorably  thereon  with  amendments  and  recommend  that  the 
bill  as  amended  do  pass. 

The  amendments  (stated  in  terms  of  the  page  and  line  numbers  of 
the  introduced  bill)  are  as  follows : 

Page  7,  insert  before  the  period  in  line  25  the  following : 

subject  to  national  standards  in  effect  under  this  section, 
which  proficiency  testing  standards  (i)  shall  require  such  test- 
ing to  be  administered  at  least  annually  to  all  such  labora- 
tories; (ii)  shall  require  a  system  of  onsite  testing  of  a 
laboratory's  proficiency  in  the  examination  of  specimens 
which  system  shall  require  such  testing  to  be  done  in  accord- 
ance with  the  procedures  prescribed  by  paragraphs  (1)  and 
(2)  of  section  376(b) ;  and  (iii)  may  require  a  system  for  the 
testing  of  a  laboratory's  proficiency  in  the  examination  of 
specimens  under  which  system  the  laboratory  is  not  informed 
that  its  proficiency  is  being  tested  (commonly  referred  to  as 
"blind  proficiency  testing") 
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Page  10,  strike  out  lines  22  through  24  and  insert  in  lieu  thereof  the 
following : 

(iii)  which  is  a  participant  in  a  proficiency  testing  program 
approved  by  the  Secretary  if  such  participation  is  required 
under  secton  103  (b)  of  such  Act. 

Page  13,  line  8,  strike  out  "twenty- four  months"  and  insert  in  lieu 
thereof  "thirty-six  months". 

Page  20,  line  7,  strike  out  "has  adopted  and". 

Page  20,  line  8,  insert  "enforcement  by"  after  "including". 

Page  21,  line  10,  strike  out  "twenty-four  months"  and  insert  in  lieu 
thereof  "thirty-six  months". 

Page  25,  line  IT,  strike  out  "(2)  "  and  insert  in  lieu  thereof  "(B)". 

Page  32,  line  20,  insert "  (a) "  after  "378.". 

Page  39,  insert  after  line  3  the  following : 

STUDY  OF  CLINICAL  LABORATORY  SERVICES 

Sec.  105.  (a)  During  the  period  beginning  on  the  date  of 
the  enactment  of  this  Act  and  ending  on  the  date  national 
standards  first  take  effect  under  part  II  of  the  Public  Health 
Service  Act  and  during  the  two-year  period  beginning  on  the 
date  such  standards  first  take  effect,  the  Secretary  of  Health, 
Education,  and  Welfare  shall  conduct  a  study  to  determine 
the  quality  of  the  tests,  procedures,  and  other  services  pro- 
vided by  clinical  laboratories  during  each  such  period  and 
the  costs  of  such  services  during  such  periods.  The  Secretary 
shall  compare  the  data  on  the  quality  and  cost  of  the  services 
provided  in  the  two  periods  studied  to  determine  the  effect  of 
the  amendments  made  by  the  Clinical  Laboratory  Improve- 
ment Act  of  1978  on  the  quality  and  cost  of  clinical  laboratory 
services. 

(b)  Data  on  the  quality  and  cost  of  clinical  laboratory  serv- 
ices shall  be  assembled  under  the  study  conducted  under  sub- 
section (a)  on  the  basis  of — 

(1)  the  size  and  type  of  clinical  laboratories  studied 
and  the  categories  of  persons  for  whom  services  were  pro- 
vided; 

(2)  the  volume  of  services  provided ; 

(3)  the  qualifications  and  experience  of  the  personnel 
who  performed  or  supervised  the  services  studied; 

(4)  the  protocols  followed  by  the  laboratories  in  pro- 
viding such  services ;  and 

(5)  the  States  or  other  geographic  regions  in  which 
such  services  were  provided. 

(c)  The  Secretary  shall  make  a  preliminary  report  to  the 
Congress  on  the  results  of  the  study  conducted  under  subsec- 
tion (a)  not  later  than  ninety  days  after  the  expiration  of 
the  first  period  studied  and  shall  make  a  final  report  on  the 
study  (together  with  any  recomendations  for  legislation)  not 
later  than  one  hundred  eighty  days  after  the  expiration  of  the 
second  period  studied. 
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Page  44,  line  4,  strike  out  "  (e) "  and  insert  in  lieu  thereof  "  (c) ". 
Page  45,  insert  at  the  end  of  line  18  the  following :  "the  second  time 
it  occurs". 

Page  45,  line  19,  strike  out  "or". 

Legislative  Background 

Legislation  to  amend  the  Public  Health  Service  Act  to  revise  and 
strengthen  the  program  under  that  act  for  the  regulation  of  clinical 
laboratories,  H.R.  6221,  was  introduced  on  April  6, 1977,  by  Mr.  Rog- 
ers, chairman  of  the  Subcommitee  on  Health  and  the  Environment 
and  nine  other  subcommittee  members.  Hearings  were  conducted  on 
H.R.  6221  and  all  similar  or  identical  bills  on  June  14  and  15,  1977 
(Serial  No.  95-17).  The  bill  was  subsequently  considered  in  open  ex- 
ecutive sessions  by  the  Subcommittee  on  Health  and  the  Environment, 
amended,  reported,  and  reintroduced  as  a  clean  bill,  H.R.  10909,  on 
February  9, 1978  by  Mr.  Rogers  and  seven  other  members  of  the  sub- 
committee. H.R.  10909  was  considered  by  the  Interstate  and  Foreign 
Commerce  Committee  on  March  15,  1978,  amended,  and  ordered  re- 
ported by  voice  vote. 

Comparable  legislation,  S.  705,  passed  the  Senate  by  voice  vote  on 
July  28, 1977. 

Summary  of  Legislation 

H.  R.  10909,  the  Clinical  Laboratory  Improvement  Act  of  1978, 
would  amend  part  H  of  title  III  of  the  Public  Health  Service  Act 
and  would  amend  the  Social  Security  Act  to  revise  and  improve  the 
authorities  under  those  acts  for  the  regulation  of  clinical  laboratories. 
Briefly,  it  would  do  the  following : 

I.  It  would  require  the  Secretary  of  Health,  Education,  and  Welfare 
to  establish  national  standards  for  clinical  laboratories  designed  to 
assure  accurate  procedures  and  services.  These  standards  would — 

(a)  Require  laboratories  to  maintain  quality  control  standards; 
( h )  Require  laboratories  to  maintain  records,  equipment,  and  facili- 
ties as  necessary  for  effective  operation ; 

(c)  Include  requirements  for  periodic  proficiency  testing  of 
laboratories ; 

(d)  Prescribe  qualifications  for  directors  and  supervisors  of,  and 
technologists  employed  in  laboratories ; 

(e)  Require  supervisory  personnel  to  evaluate  the  proficiency  of 
technicians  employed  in  laboratories ;  and 

(/)  Include  such  other  requirements  as  are  necessary  to  assure  ac- 
curate and  reliable  laboratory  services. 

Such  standards  are  to  be  proposed  within  210  days  after  the  date  of 
enactment  and  promulgated  within  1  year  after  the  date  of  enactment. 

2.  It  would  require  all  clinical  laboratories  to  comply  with  the 
national  standards  upon  their  promulgation  with  the  following 
exceptions : 

(a)  Standards  would  not  take  effect  for  intrastate  laboratories  until 
2  years  after  their  promulgation. 

(h)  The  application  of  requirements  for  qualifications  of  super- 
visory personnel  and  technologists  would  be  delayed  for  up  to  4 
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years  from  the  promulgation  of  standards  with  respect  to  any  clinical 
laboratory  which  the  Secretary  determines  is  located  within  a  rural 
area  in  which  supervisory  personnel  and  technologists  with  the  pre- 
scribed qualifications  are  not  available,  which  performs  services  only 
for  hospitals  and  health  professionals  located  within  the  rural  area, 
and  which  provides  assurances  that  it  will  take  action  to  train  or 
employ  individuals  who  will  meet  the  qualifications.  Thus,  rural 
interstate  laboratories  may  not  be  required  to  meet  personnel  require- 
ments until  3  3'ears  after  the  date  of  enactment ;  rural  intrastate  lab- 
oratories could  have  5  years  in  which  to  comply. 

(c)  National  standards  would  not  apply  to  clinical  laboratories 
located  in  the  offices  of,  and  operated  by,  physicians,  dentists,  or  podi- 
atrists in  which  the  only  tests  or  procedures  which  are  performed  are 
tests  or  procedures  performed  by  such  practitioners  in  connection  with 
the  treatment  of  their  patients. 

.(d)  Any  clinical  laboratory  located  in  the  office  of  a  group  of  not 
more  than  five  physicians,  dentists,  or  podiatrists  in  which  the  only 
tests  or  procedures  performed  are  in  connection  with  the  treatment  of 
patients  of  the  practitioner  or  in  connection  with  services  provided 
for  such  patients  by  a  physician  assistant  or  nurse  practitioner  under 
the  supervision  of  such  a  practitioner  or  group  of  such  practitioners 
would  be  exempt  from  the  national  standards  unless  the  laboratory 
refused  to  participate  in  a  study  of  practitioners'  office  laboratories. 

( e )  The  Secretary  would  be  required  to  exempt  from  national  stand- 
ards those  laboratories  in  which  the  only  tests  or  procedures  which 
are  performed  are  tests  or  procedures  for  biomedical  or  behavioral 
research. 

(/)  Highly  specialized  laboratories  engaged  exclusively  in  the 
assessment  of  cardiac  or  pulmonary  function  would  be  exempt  from 
national  standards  for  2  years  from  the  date  of  enactment.  During  the 
2-year  period,  the  Secretary  is  to  conduct  a  study  of  the  personnel 
qualifications,  quality  control  programs,  proficiency  of  laboratory  per- 
sonnel, and  other  f  atcors  bearing  on  the  medical  reliability  of  testing  of 
the  laboratories  being  studied.  Within  2  years  of  date  of  enactment, 
regulations  making  national  standard  applicable  to  such  laboratories 
are  to  be  promulgated. 

(g)  Federal  clinical  laboratories  would  be  subject  to  national  stand- 
ards unless  (i)  they  are  under  the  jurisdiction  of  the  Armed  Forces 
or  the  Veterans  Administration  or  (ii)  the  agency  with  jurisdiction 
over  the  laboratory  has  in  effect  standards  no  less  stringent  than 
national  standards. 

In  order  to  assure  uniformity  of  standards,  the  proposed  legislation 
provides  that,  unless  a  State  has  primary  enforcement  responsibility, 
it  could  not  adopt  or  continue  in  effect  requirements  applicable  to  clini- 
cal laboratories  which  are  different  from  or  in  addition  to  national 
standards. 

3.  It  would  require  the  Secretary  to  establish  a  system  of  licensure 
of  clinical  laboratories  and  sets  forth  the  circumstances  under  which 
such  a  license  could  be  suspended  or  revoked. 

4.  It  would  permit  a  State  to  assume  primary  enforcement  respon- 
sibility for  the  regulation  of  laboratories  located  within  or  doing  at 
least  10  percent  of  their  business  within  its  jurisdiction  in  instances  in 
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which  the  State  has  adopted  standards  that  are  no  less  stringent  than 
the  national  standards  and  has  adopted  and  is  implementing  an  ade- 
quate enforcement  mechanism. 

5.  It  would  provide  that  any  individual  who  solicits  or  accepts  a 
specimen  for  a  laboratory  which  does  not  have  a  license  shall  be  fined 
not  more  than  $10,000  or  imprisoned  for  not  more  than  1  year,  or  both. 
Further  it  would  provide  that  no  clinical  laboratory  required  to  have  a 
license  and  which  does  not  have  one  in  effect,  may  receive  funds  under 
the  Public  Health  Service  Act  or  the  Social  Security  Act. 

6.  It  would  authorize  the  Secretary,  when  he  has  reason  to  believe 
that  continuation  of  an  activity  b}^  a  laboratory  would  constitute  a 
significant  hazard  to  the  public  health,  to  bring  suit  in  U.S.  District 
Court  to  enjoin  continuation  of  the  activity. 

7.  It  would  authorize  the  Secretary,  or  his  designee,  upon  written 
notice,  to  inspect  during  normal  business  hours  any  clinical  laboratory 
subject  to  national  standards.  Prior  to  leaving  the  premises,  an  inspec- 
tor would  be  required  to  give  a  preliminary  report  of  any  violations  to 
the  person  in  charge. 

8.  It  would  prohibit  an  employer  from  discharging  or  otherwise 
discriminating  against  an  employee  because  the  employee  commenced 
or  testified  in  a  Federal  or  State  proceeding  relating  to  violations  of 
the  legislation,  and  it  would  require  the  Secretary  of  Labor  to  investi- 
gate charges  of  discrimination  and  authorize  him  to  order  reinstate- 
ment and  damages  in  appropriate  instances. 

9.  It  would  authorize  the  Secretary  and  States  with  primary  enforce- 
ment responsibility  to  enter  into  agreements  and  provide  financial 
assistance  in  three  instances :  First,  it  would  authorize  the  Secretary 
and  any  State  with  primary  enforcement  responsibility  to  enter  into 
agreements  with  qualified  public  or  nonprofit  private  entities  to  inspect 
and  administer  proficiency  tests  and  periodic  examinations  required 
by  the  legislation.  Second,  it  would  authorize  assistance  to  States  that 
do  not  have  primary  enforcement  responsibility,  and  which  have 
entered  into  agreements  with  the  Secretary  under  section  1864(2)  of 
the  Social  Security  Act  for  the  enforcement  of  requirements  under 
section  1861  of  that  act  with  respect  to  clinical  laboratories,  for  enforce- 
ment of  national  standards  with  respect  to  laboratories  not  subject  to 
section  1861.  Third,  it  would  authorize  the  Secretary  to  make  grants 
to  States  with  primary  enforcement  responsibility  to  assist  such  States 
in  meeting  the  costs  of  administering  and  enforcing  their  programs ; 
$3  million  would  be  authorized  for  each  of  fiscal  years  1979,  1980,  and 
1981  for  these  three  purposes.  Such  sums  would  be  in  addition  to  funds 
made  available  to  States  under  the  Social  Security  Act  to  inspect 
medicare  and  medicaid  laboratories. 

10.  It  would  require  the  Secretary  to  report  to  the  Congress  annu- 
ally with  respect  to  the  accuracy  and  costs  of  laboratory  tests  and 
procedures  during  the  previous  fiscal  year. 

11.  It  would  require  the  Secretary  to  conduct  a  study  of  certification 
standards  and  State  licensure  laws  for  supervisors,  technologists  and 
technicians ;  qualifications  of  certifying  bodies ;  mechanisms  to  deter- 
mine continued  competency  of  laboratory  personnel;  proficiency  test- 
ing methods  used  to  evaluate  the  performance  of  clinical  laboratories : 
and  the  relationship  of  personnel  requirements  and  of  clinical  labora- 
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tory  testing  requirements  with  clinical  laboratory  performance.  Re- 
sults of  the  study  and  recommendations  for  legislation  are  to  be  sub- 
mitted to  the  Congress  within  2  years  from  the  date  of  enactment. 

12.  It  would  require  the  Secretary  to  conduct  or  arrange  for  a  study 
of  the  quality  of  services  being  provided  by  clinical  laboratories  lo- 
cated in  practitioners'  offices  and  which  are  exempt  from  the  proposed 
legislation,  including  an  evaluation  of  proficiency  testing  programs, 
quality  control  programs,  personnel  qualifications,  and  proficiency 
testing  of  personnel,  and  their  effect  on  the  medical  reliability  of  tests. 
Any  clinical  laboratory  that  refuses  to  participate  in  the  study  would 
be  immediately  subject  to  national  standards. 

Within  1  year  from  the  date  of  enactment,  the  Secretary  would  be 
required  to  report  to  the  Congress  the  results  of  the  evaluation  of  pro- 
grams of  proficiency  testing  of  laboratories.  If,  on  the  basis  of  the 
evaluation,  the  Secretary  found  that  the  results  of  tests  performed  by 
laboratories  participating  in  proficiency  testing  programs  are  signifi- 
cantly more  medically  reliable  than  the  results  of  tests  performed  by 
laboratories  which  do  not  participate  in  such  programs,  the  Secretary 
would  be  authorized  to  require,  by  regulation,  that,  as  a  condition  to 
continued  exemption,  such  laboratories  participate  in  proficiency  test- 
ing programs. 

Within  2  years  from  the  date  of  enactment,  the  Secretary  would  be 
required  to  report  to  the  Congress  the  results  of  the  evaluation  of 
quality  control  programs,  personnel  qualifications,  and  proficiency 
testing  of  laboratory  personnel  with  respect  to  practitioners'  office 
laboratories.  In  the  report,  the  Secretary  is  to  recommend  whether 
such  laboratories  should  be  required,  as  a  condition  to  exemption  from 
national  standards,  to  have  laboratory  procedure  manuals  or  other 
items  bearing  on  the  medical  reliability  of  tests  and  procedures  per- 
formed in  such  laboratories. 

13.  It  would  require  the  Secretary  to  undertake  a  study  to  deter- 
mine the  quality  of  the  tests,  procedures,  and  other  services  provided 
by  clinical  laboratories  during  the  period  beginning  on  the  date  of 
enactment  and  ending  on  the  date  national  standards  first  take  effect 
under  the  law  and  during  the  2-year  period  beginning  on  the  date 
standards  first  take  effect.  Data  collected  under  the  study  is  to  be  as- 
sembled on  the  basis  of  the  size  and  type  of  clinical  laboratories  stud- 
ied, the  categories  of  persons  for  whom  services  were  provided,  the 
volume  of  services  provided,  the  qualifications  and  experience  of  per- 
sonnel, the  protocols  followed  in  providing  services,  and  the  States  or 
geographic  regions  in  which  such  services  were  provided.  The  Secre- 
tary would  be  required  to  make  a  preliminary  report  to  the  Congress 
on  the  results  of  the  study  not  later  than  90  days  after  the  expiration 
of  the  first  period  studied  and  to  make  a  final  report  on  the  study, 
including  any  recommendations  for  legislation,  not  later  than  180  days 
after  the  expiration  of  the  second  period  studied. 

14.  It  would  amend  the  Social  Security  Act  as  follows : 

(a)  It  would  provide  that  reimbursement  for  laboratory  services 
(other  than  such  services  provided  in  a  hospital)  could  not  include 
any  element  of  a  cost  or  charge  which  is  a  commission,  finders  fee,  or 
an  amount  payable  for  rental  or  lease  of  a  facility  where  the  amount 
is  unrelated  or  disproportionate  to  the  fair  market  value  of  the  facility 
or  where  the  amount  is  set  as  a  percent  or  fraction  of  the  cost  of 
laboratory  services. 
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(b)  It  would  limit  markups  of  bills  for  laboratory  services  by  limit- 
ing payments  to  physicians  who  include  in  their  bills  charges  for 
laboratory  services  performed  by  an  independent  laboratory  to  the 
lesser  of — 

(i)  the  reasonable  charge  of  the  laboratory  for  the  service;  or 

(ii)  the  amount  the  physician  was  billed  by  the  laboratory,  plus 
a  nominal  handling  fee. 

If  a  physician  fails  to  provide  the  necessary  information  to  make  this 
determination,  the  payment  would  be  at  the  estimated  lowest  charge 
at  which  services  could  have  been  secured  by  a  physician  from  a 
laboratory  in  the  area.  Laboratories  are  required  to  allow  access  by 
the  Secretary  of  HEW  to  their  records  to  determine  physician  com- 
pliance with  this  provision. 

(c)  It  would  authorize  States,  for  a  3-year  period,  to  use  competitive 
bidding  arrangements  for  the  purpose  of  purchasing  laboratory  serv- 
ices under  the  medicaid  program,  provided  certain  conditions  are  met. 

(d)  It  would  require  that  a  laboratory  must  meet  the  applicable 
standards  established  by  the  legislation  in  order  to  be  eligible  for 
medicaid  payments,  and  must  bill  medicaid  at  rates  no  higher  than  its 
lowest  rates  for  the  same  services. 

15.  It  would  require  the  Secretary  to  conduct  a  study  of  the  financial 
arrangements  entered  into  by  hospitals  for  the  provision  of  laboratory 
services  under  medicare  or  medicaid,  including  percentage  arrange- 
ments, leasing  arrangements,  and  arrangements  for  salaries  to  deter- 
mine if  such  arrangements  are  in  the  public  interest.  The  Secretary  is 
to  complete  the  study  and  report  legislative  recommendations  to  the 
Congress  within  6  months  of  enactment  of  the  proposed  legislation. 

16.  It  would  require  the  Secretary,  within  24  months  of  the  effective 
date  of  the  amendments  described  in  item  14(b)  above,  to  report  to 
the  Congress  the  proportion  of  bills  submitted  under  title  XVIII  for 
laboratory  services  which  did  not  identify  who  performed  such  serv- 
ices, the  proportion  of  such  bills  with  respect  to  which  the  amount 
paid  was  less  than  the  charges,  the  average  cost  per  patient  resulting 
from  the  lesser  payment,  and  the  average  cost  per  physician  resulting 
from  the  lesser  payment. 

Cost  of  Legislation 

As  reported  by  the  committee,  H.R.  10909  provides  authorizations  of 
appropriations  for  fiscal  years  1979,  1980,  and  1981  in  the  amounts 
shown  in  the  following  table. 

Authorizations  of  Appropriations  (New  Obligational  Authority) 
for  Fiscal  Years  1979,  1980,  and  1981  Provided  by  H.E.  10909 

Assistance  to  States  with  primary  enforcement  responsibility  and  agreements 
with  States  and  public  and  nonprofit  private  entities 

Fiscal  year  :  In  millions 

1979    $3 

1980    3 

1981    3 

Total   9 

H.  Rept.  1004,  95-2,  pt.  1  2 
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These  authorizations  may  be  compared  favorably  with  the  total  costs 
of  laboratory  services  in  the  United  States  in  1976  of  more  than  $10 
billion  and  the  projected  cost  in  1980  of  nearly  $15  billion  annually. 
Further,  as  set  forth  in  the  Congressional  Budget  Office  estimate  which 
appears  later  in  this  report,  the  projected  savings  which  would  accrue 
upon  enactment  of  this  legislation  are  estimated  at  $126.92  million 
over  the  next  5  fiscal  years. 

Background  and  Need  for  Legislation 

introduction 

The  American  health  care  system  relies  heavily  upon  the  services 
of  clinical  laboratories  to  analyze  and  provide  information  on  samples 
of  body  tissues  and  fluids  to  enable  physicians  and  other  health  pro- 
fessionals to  diagnose  and  determine  proper  therapy  for  their  patients. 
With  advances  in  medical  technology,  a  growing  number  of  condi- 
tions can  be  detected  through  laboratory  testing  of  body  specimens, 
and  health  professionals  are  becoming  increasingly  dependent  on  ac- 
curate laboratory  test  results  in  order  to  treat  their  patients  properly. 

The  cost  of  the  health  care  system's  dependence  upon  clinical  labora- 
tory services  is  staggering.  In  1971,  an  estimated  2.9  billion  laboratory 
tests  were  performed  at  a  cost  of  $5.6  billion.  By  1976,  nearly  6  billion 
tests  were  conducted  by  the  more  than  65,000  clinical  laboratories  in 
this  country,  or  an  average  of  more  than  20  tests  per  person,  at  a  total 
cost  of  approximately  $12  billion,  more  than  10  percent  of  every  dollar 
spent  for  health  care  services  in  1976.  By  1986,  it  is  estimated  that 
some  15  billion  tests  will  be  conducted  annually  at  a  cost  of  about  $25 
billion. 

HISTORY  OF  REGULATION  OF  CLINICAL  LABORATORIES 

Federal  regulation 

With  the  enactment  of  the  Social  Security  Amendments  of  1965 
(Public  Law  89-97)  and  the  establishment  of  the  medicare  program, 
the  Federal  Government  took  its  initial  regulatory  action  in  the  lab- 
oratory services  area.  Standards,  including  requirements  for  licensure 
under  State  law,  were  developed  for  laboratories  which  received  Fed- 
eral funds  under  medicare  and  which  were  not  located  in  hospitals  ac- 
credited by  the  Joint  Commission  on  Accreditation  of  Hospitals 
(JCAH)  or  the  American  Osteopathic  Association  (AO A).  Under 
the  1965  act,  the  Secretary  was  authorized  to  enter  into  agreements 
with  the  States  to  certify  compliance  by  non- JCAH  or  AOA  accredi- 
ted laboratories.  Standards  established  under  medicare  could  be  no 
higher  than  those  of  the  JCAH  or  AOA,  and  JCAH  and  AOA  ac- 
credited laboratories  were  automatically  certified  as  having  met  the 
requirements  of  the  law  and  could  not  be  inspected,  even  on  a  sample 
basis,  under  the  auspices  of  the  medicare  program.  It  was  not  until  the 
passage  of  the  Social  Security  Amendments  of  1972  (Public  Law  92- 
603)  that  the  Secretary  was  authorized  to  set  higher  standards  than 
those  of  the  JCAH  (although  to  date  he  has  not  done  so)  and  could 
authorize  the  inspection,  only  on  a  sample  basis,  of  JCAH  accredited 
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laboratories.  Current  medicaid  regulations  require  laboratories  which 
receive  reimbursement  under  medicaid  to  be  certified  in  accordance 
with  medicare  criteria  or  to  meet,  at  the  option  of  the  State,  equally 
stringent  standards. 

The  Clinical  Laboratories  Improvement  Act  of  1987  (Public  Law 
90-174),  known  as  CLIA  '67,  represents  the  second  major  Federal 
activity  to  improve  the  quality  of  laboratory  medicine.  It  requires  the 
licensure  and  inspection  of  laboratories  engaged  in  interstate  com- 
merce and  requires  such  laboratories  to  meet  national  standards  de- 
signed to  assure  consistent  performance  of  accurate  laboratory  proce- 
dures and  services,  including  standards  with  respect  to  quality  control 
programs;  qualifications  of  personnel;  maintenance  of  records,  equip- 
ment, and  facilities  necessary  to  proper  and  effective  operation;  and 
proficiency  testing  programs.  It  exempted  from  the  licensure  require- 
ments those  laboratories  located  in  JCAH  and  AOA  accredited  hos- 
pitals and  those  inspected  and  accredited  by  the  JCAH  or  AOA,  those 
inspected  and  accredited  by  the  College  of  American  Pathologists 
(CAP)  or  other  approved  national  accreditation  organizations,  if  the 
Secretary  determined  that  the  standards  applied  by  such  inspecting 
and  accrediting  entities  were  at  least  as  stringent  as  the  national  stand- 
ards. In  addition,  it  exempted  those  laboratories  located  in  health  pro- 
fessionals' offices  which  performed  tests  solely  as  an  adjunct  to  the 
treatment  of  the  patients  of  such  health  professionals,  and  laboratories 
which  performed  tests  solely  for  the  purpose  of  determining  eligibil- 
ity for  insurance  coverage. 

As  readily  apparent  from  the  preceding  discussion,  both  the  locus 
and  extent  of  regulation  of  clinical  laboratories  vary  widely  depending 
on  the  location  of  a  laboratory  and  its  clients. 

Any  laboratory  engaged  in  interstate  commerce  is  inspected  and 
licensed  by  the  Center  for  Disease  Control  of  the  U.S.  Public  Health 
Service  arid  must  comply  with  the  stringent  standards  of  the  Clinical 
Laboratories  Improvement  Act  of  1967.  Exemptions  from  the  inspec- 
tion and  licensing  requirements  are  made  for  those  laboratories  in- 
spected and  accredited  by  the  American  College  of  Pathologists  and 
those  located  within  the  State  of  New  York,  both  of  whose  standards 
have  been  determined  by  the  CDC  as  being  at  least  as  stringent  as  the 
national  standards.  JCAH  and  AOA  accredited  hospital-based  labora- 
tories which  are  engaged  in  interstate  commerce  are  not  exempt  from 
licensure  requirements  under  CLIA  '67  because  the  CDC  has  deter- 
mined that  the  standards  of  the  JCAH  and  the  AOA  are  not  strin- 
gent as  the  national  standards.  An  interstate  laboratory  which  is 
reimbursed  under  medicare  or  medicaid  is  subject  to  certification  by 
State  authorities :  however,  under  an  agreement  between  the  CDC  and 
the  Social  Security  Administration,  CDC  inspects  and  certifies  such 
laboratories  in  conjunction  with  its  own  inspection  and  licensure  ac- 
tivities. Finally,  an  interstate  laboratory  may  also  be  required  to  com- 
ply with  the  provisions  of  individual  State  laws  which  may  contradict 
the  national  standards. 

Of  the  7,000  hospital-based  laboratories  which  receive  reimburse- 
ment under  the  medicare  or  medicaid  programs,  4,400  are  located  in 
hospitals  accredited  by  the  JCAH  and  are  subject  to  inspection  and 
certification  by  that  accrediting  organization.  By  all  accounts,  JCAH 
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inspection  activities  with  respect  to  hospital-based  laboratories  are  not 
satisfactory,  although  the  Secretary  has  not  determined  that  the 
JCAH  sandards  are  not  the  equivalent  of  existing  medicare  standards 
(although  he  has  determined  them  to  be  inferior  to  CLIA  '67  stand- 
ards). A  recent  report  by  the  Social  Security  Administration  cited 
serious  deficiencies  in  the  JCAH  survey  process ;  concern  has  also  been 
voiced  as  to  the  superficial  nature  of  JCAH  inspections,  particularly 
in  instances  in  which  the  laboratory  participates  in  a  CAP  proficiency 
program,  as  well  as  to  the  lack  of  expertise  in  laboratory  practices  and 
activities  of  most  JCAH  inspectors. 

The  3,000  independent,  intrastate  laboratories  and  the  nearly  2,000 
n on- JCAH  accredited  hospital-based  laboratories  which  receive  reim- 
bursement under  the  medicare  or  medicaid  programs  are  inspected  and 
certified  by  State  authorities  as  being  in  compliance  with  medicare 
standards.  Although  the  'Secretary,  under  the  law,  is  to  determine  that 
a  State  is  able  and  willing  to  undertake  the  inspection  and  certification 
activities  prior  to  granting  such  authority,  all  50  States  act  as  the  Sec- 
retary's agent  in  certifying  laboratories  and  no  State  has  had  its 
authority  denied  or  rescinded.  In  view  of  the  evidence  of  fraudulent 
activities  which,  in  part  led  to  the  enactment  of  the  Medic are-Medicaid 
Anti-Fraud  and  Abuse  Act  (Public  Law  95-142),  and  lack  of  quality 
performance  discussed  later  in  this  report,  current  inspection  and  cer- 
tification activities  on  the  part  of  States  cannot  be  said  to  be  univer- 
sally adequate  ;  monitoring  of  State  programs  on  the  part  of  the 
Department  of  Health,  Education,  and  Welfare  clearly  has  been 
insufficient. 

The  nearly  5,000  intrastate  laboratories  which  do  not  receive  reim- 
bursement under  medicaid  or  medicare  and  the  50,000  to  80,000  labora- 
tories located  in  physicians'  offices  are  subject  to  no  Federal  require- 
ments of  any  kind,  and  little  is  known  about  the  types  and  volume  of 
procedures  performed  in  such  laboratories,  although  a  small  percent- 
age of  both  types  of  laboratories  participate  in  voluntary  proficiency 
testing  programs.  Some  of  these  laboratories  are  also  subject  to  regu- 
lation under  State  laws,  but,  as  noted  below,  only  a  handful  of  States 
have  enacted  effective  statutes  with  respect  to  clinical  laboraory 
regulation. 

State  regulation 

Several  States  have  responded  to  the  need  for  regulatory  action  with 
respect  to  clinical  laboratories  with  varying  degrees  of  success.  Prior 
to  the  enactment  of  medicare  legislation,  New  York  and  California 
initiated  programs  whereby  the  quality  of  laboratory  performance  has 
improved  significantly.  In  addition,  New  Jersey,  Pennsylvania,  and 
Kentucky  have  enacted  significant  clinical  laboratory  legislation.  Most 
States,  however,  have  not  mounted  programs  that  are  comparable  to 
the  CLIA  '67  program.  Some  States  prohibit  advertising  by  out-of- 
State  laboratories :  others  reauire  State  licensure  for  interstate  labora- 
tories located  outside  of  the  licensing  State  as  a  prerequisite  to  doing 
business  within  the  State.  At  the  present  time,  26  States  have  no  man- 
datory program  applicable  to  laboratory  performance,  and  only  5 
States  have  developed  comprehensive  programs  which  require  labora- 
tories to  adopt  internal  quality  control  program,  employ  personnel 
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meeting  prescribed  educational  and  experience  prerequisites,  success- 
fully participate  in  proficiency  testing  programs,  and  properly  main- 
tain facilities,  instruments,  and  records. 

QUALITY  OF  LABORATORY  SERVICES 

The  irregularity  of  existing  procedures  for  regulating  the  quality 
of  clinical  laboratories  renders  the  accuracy  and  reliability  of  labora- 
tory testing  grossly  insufficient. 

Because  the  accuracy  of  tests  performed  by  clinical  laboratories  is 
essential  to  proper  patient  treatment,  the  quality  of  laboratory  services 
has  long  been  of  concern  to  many  individuals  and  organizations  within 
the  health  care  system.  In  the  mid-1960's,  it  became  apparent  that  the 
system  which  supplied  laboratory  information  to  health  professionals 
was,  at  least  in  part,  seriously  compromised  by  a  lack  of  quality  con- 
trol, by  technical  incompetence,  and  by  fraudulent  practices.  Testi- 
mony presented  at  congressional  hearings  between  1965  and  1967 
(which  provided  the  basis  for  the  enactment  of  CLIA  -67)  indicated 
that  as  many  as  75  percent  of  clinical  laboratory  procedures  were  per- 
formed incorrectly  and  that  more  than  60  percent  of  the  tests  in  se- 
lected samples  were  inaccurate.  In  addition,  it  was  found  that  quality 
varied — among  disciplines  within  individual  laboratories,  among 
laboratories  within  a  State,  and  among  laboratories  in  different  States. 
A  host  of  factors  were  found  to  contribute  to  substandard  quality  and 
to  variability  in  quality,  including  the  use  of  inadequate  or  inappro- 
priate procedures,  equipment,  reagents  and  diagnostic  kits;  poorly 
trained  personnel;  inadequate  internal  quality  control  mechanisms; 
and  errors  in  interpreting  or  transcribing  test  results. 

Clearly,  CLIA  '67  has  had  a  positive  impact  on  the  quality  of  labora- 
tory testing  in  this  country's  interstate  laboratories.  In  fact,  compari- 
son of  the  results  of  testing  in  laboratories  subject  to  the  relatively 
stringent  Federal  standards  under  CLIA  with  those  subject  to  lesser 
Federal  or  State  requirements,  or  those  subject  to  no  standards  at  all, 
demonstrates  the  positive  effects  of  regulation  on  accuracy.  A  National 
Bureau  of  Standards  study  published  in  1973  determined  that  7.6  per- 
cent of  microbiology  tests  and  procedures  performed  in  interstate 
laboratories  were  in  error;  other  laboratories  had  an  error  rate 
of  16.7  percent.  According  to  the  same  study,  26  pecent  of  the  sample 
tests  performed  by  medicare  and  medicaid  certified  laboratories  were 
inaccurate.  Unsatisfactory  performance  has  been  demonstrated  by  10 
to  40  percent  of  all  laboratories  in  bacteriological  testing :  By  30  to  50 
percent  in  various  simple  clinical  chemistry  tests ;  by  12  to  18  percent 
in  blood  groupings  and  typing;  by  20  to  30  percent  in  hemoglobin 
measurements;  and  by  20  to  25  percent  in  measurement  of  serum 
electrolytes. 

In  a  second  study,  conducted  over  the  10-year  period  from  1964  to 
1973,  the  New  Jersey  Health  Department  rechecked  35,000  laboratory 
tests  performed  by  225  intrastate  laboratories.  Only  20  of  these  labo- 
ratories showed  acceptable  results  more  than  90  percent  of  the  time, 
and  only  half  of  the  laboratories  showed  acceptable  results  75  percent 
of  the  time. 

Nationally,  the  Center  for  Disease  Control  estimates  that  15  percent 
of  all  laboratory  test  results  are  in  error.  While  this  figure  represents 
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a  substantial  improvement  over  the  figure  of  60  percent  in  1967  it  still 
represents  in  intolerable  margin  of  error. 

These  appalling  statistics,  together  with  litigation  which  details  the 
severe  consequences  of  misdiagnosis  resulting  from  faulty  laboratory 
tests  provide  ample  evidence  of  the  critical  need  for  reform.  For  exam- 
ple, due  to  an  incorrect  bilirubin  reading  an  EH  negative  baby  was  not 
transfused.  Tragically,  that  baby  is  now  severely  mentally  retarded. 
Schnelby  v.  Baker,  217  NW  2d  (Iowa  1974) .  In  another  instance,  a  dia- 
betic patient  died  when  a  doctor  relied  on  a  faulty  blood  sugar  test 
result  and  prescribed  the  wrong  medication.  Kinel  v.  Hycel,  Inc.,  111. 
City  Circuit  Court,  No.  70  L241,  1973.  A  case  of  controllable  cancer 
spread  as  a  result  of  delay  in  treatment  due  to  an  erroneous  Pap  smear 
result.  Cornell  v.  Clinical  Labs,  Cal.  Super.  Ct.,  Los  Angeles  City, 
Docket  No.  NCC4792,  June  29, 1971. 

Clearly,  lack  of  even  and  effective  regulation  of  clinical  laboratories 
has  resulted  in  a  situation  in  which  the  American  public  cannot  have 
confidence  in  clinical  laboratory  testing,  despite  its  critical  relation- 
ship to  good  health. 

LABORATORY  SERVICES  UNDER  THE  MEDICARE  AND  MEDICAID  PROGRAMS 

The  medicare  and  medicaid  programs,  titles  XVIII  and  XIX  of 
the  Social  Security  Act,  provide  coverage  for  laboratory  services.  Pay- 
ments under  the  programs  for  laboratory  tests  are  made  in  three  ways : 
They  are  included  as  part  of  payment  for  hospital  services,  as  part  of 
payments  for  physician  services,  or  are  made  directly  for  independent 
laboratory  services.  For  independent  laboratory  services  alone,  esti- 
mated expenditures  under  the  two  programs  were  $213  million  in 
fiscal  year  1976.  Approximately  $180  million  of  this  total  was  ex- 
pended through  the  medicaid  program  (and  this  amount  may  be  sig- 
nificantly unclerreported  by  the  States  to  the  Federal  Government). 
While  it  is  impossible  to  know  how  much  is  spent  for  laboratory  serv- 
ices which  are  included  as  charges  or  costs  in  physicians'  and  hospital 
bills,  it  is  clear  that  the  amount  expended  by  the  two  programs  is  sub- 
stantial, and  almost  certainly  in  excess  of  $1  billion  annually. 

Increases  in  expenditures  for  laboratory  services  under  the  two  pro- 
grams have  been  dramatic.  The  increase  in  medicaid  expenditures  has 
been  at  least  15  percent  a  year,  and  in  some  areas — like  New  York 
City-^the  increase  has  been  more  rapid.  The  committee  received  testi- 
mony that  the  increase  in  New  York  City  medicaid  payments  for  lab- 
oratory services  over  the  past  5  years  has  been  an  astonishing  300  per- 
cent. This  increase  occurred  at  a  time  when  there  had  been  a  decrease  in 
the  number  of  persons  eligible  for  medicaid.  These  kinds  of  increases 
are  occurring  because  of  a  combination  of  factors:  No  effective  control 
on  prices,  overutilization  of  tests,  fraudulent  claims,  and  general  abuse 
of  the  benefit,  primarily  by  the  provider. 

Over  the  past  several  years,  there  has  been  increasing  concern  with 
respect  to  the  potential  for  fraud  and  abuse  among  clinical  labora- 
tories participating  in  medicaid  and  the  lack  of  effective  fiscal  controls. 
The  committee,  in  conjunction  with  the  Ways  and  Means  Committee, 
developed  legislation  in  1977  to  address  these  issues.  Public  Law  95-142 
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contained  provisions  expanding  disclosure  requirements  relating  to 
ownership,  and  to  business  transactions  and  financial  arrangements 
between  health  care  providers  linked  by  ownership.  Additionally,  the 
legislation  provided  for  an  increase  in  the  penalties  for  defrauding 
medicare  or  medicaid,  and  funded  special  units  to  investigate  and  pros- 
ecute medicaid  fraud.  However,  certain  financial  arrangements  for 
laboratory  services  also  have  contributed  to  abuse,  waste  and  over- 
payments in  the  medicare  and  medicaid  programs.  One  common  prac- 
tice, for  example,  involves  the  "rental"  of  a  small  office  space  in  a 
medical  clinic  for  amounts  which  are  far  in  excess  of  the  reasonable 
value  of  the  space.  Frequently,  the  "rent"  is  determined  by  paying  a 
percent  of  the  business  sent  to  the  laboratory,  often  in  amounts  as  high 
as  30  to  45  percent  of  the  medicaid  billings  of  the  physician  or  clinic 
sent  to  the  laboratory.  In  one  case  reported  by  the  Subcommittee  on 
Long-Term  Care  of  the  Senate  Special  Committee  on  Aging,  labora- 
tory representatives  indicated  that  they  would  need  to  "rent"  enough 
square  feet  in  a  clinic  to  house  a  blood  drawer,  a  chair,  and  a  cabinet. 
The  total  rent  for  the  clinic  space  was  $450  a  month,  but  the  laboratory 
proposed  to  pay  rents  in  the  amount  of  $5,000  or  $6,000  a  month — de- 
pending on  the  volume  of  tests — for  this  tiny  space  in  the  clinic.  All 
investigations  conducted  and  testimony  received  by  the  Subcommittee 
on  Health  and  the  Environment  of  this  committee  and  the  other  con- 
gressional committees  indicate  that  these  practices  are  not  uncommon. 

There  is  also  substantial  evidence  of  abuse  in  pricing  practices. 
Excessive  charges  for  laboratory  services  was  the  subject  of  a  report 
issued  by  the  General  Accounting  Office  on  August  4,  1976.  This  re- 
port, entitled  "Tighter  Controls  Needed  Over  Payments  for  Labora- 
tory Services  Under  Medicare  and  Medicaid,"  concluded  that  medicare 
and  medicaid  often  pay  substantially  more  for  laboratory  serviceb 
than  the  prices  charged  by  independent  laboratories.  In  some  cases, 
physicians  obtain  the  services  from  independent  laboratories  for  rea- 
sonable prices  but  receive  program  payments  which  include  large 
mark-ups.  GAO  examined  billings  and  payments  records ,  for  155 
independent  laboratory  services  covered  by  medicare  obtained  by 
physicians  or  physician  groups  in  Florida,  Georgia,  California,  and 
Arizona.  For  these  services,  physicians  paid  the  independent  labora- 
tories $776  for  services  billed  to  medicare  at  $1,950.  The  markups 
allowed  for  payment  totaled  $1,013  or  131  percent  more  than  was 
charged  by  the  laboratories.  Instances  were  cited  of  400  percent  mark- 
ups. In  the  metropolitan  Washington,  D.C.  area,  medicaid  fees  gen- 
erally exceeded  the  highest  lab  prices  charged  to  private  payors  for 
the  same  services.  The  largest  differential  was  in  Virginia  where  the 
medicaid  fee  of  $79  for  nine  procedures  exceeded  the  highest  inde- 
pendent laboratory  price  to  private  payors  of  $42.75  by  $36.25,  or 
85  percent. 

The  Senate  Subcommittee  on  Long-Term  Care  of  the  Special  Com- 
mittee on  Aging  documented  that  high  markups  by  physicians  were 
not  the  only  pricing  problem.  Often,  independent  laboratories  charged 
substantially  higher  rates  to  the  public  programs,  maintaining  double 
price  lists — one  for  charges  to  private  patients,  one  for  charges  to  the 
medicaid  program.  The  prices  charged  to  medicaid  generally  ranged 
from  twice  as  much  to  five  times  as  much. 
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In  summary,  the  committee  has  determined  that : 

(1)  There  was  a  great  deal  of  abuse  in  pricing  practices  for 
laboratory  services  paid  for  by  public  programs ; 

(2)  That  percentage  rental  arrangements  clearly  unrelated 
to  the  reasonable  value  of  the  space  rented  were  only  more 
sophisticated  forms  of  kickback,  and  resulted  in  increased  costs 
to  the  program ; 

(3)  That  medicaid  payments  commonly  went  to  laboratories, 
either  directly  or  indirectly,  that  failed  to  meet  minimal  stand- 
ards, and 

(4)  That  it  was  often  beyond  the  administrative  capacity  of 
many  State-medicaid  programs  and  medicare  carriers  to  exercise 
appropriate  surveillance  over  provision  of  and  use  of  all  labora- 
tory tests  under  the  current  arrangements  for  securing  and  pay- 
ing for  these  services. 

Committee  Proposal 

consolidation  of  regulation  of  clinical  laboratories 

Extension  of  the  scope  of  the  Clinical  Laboratory  Improvement  Act 
of  J 967' 

As  noted  above,  the  Clinical  Laboratory  Improvement  Act  of  1967 
extends  only  to  laboratories  engaged  in  interstate  commerce.  Under 
the  terms  of  the  reported  bill  (CLIA  '78)  the  coverage  of  the  provi- 
sions of  CLIA  '67  would  be  extended  considerably.  First,  it  would 
extend  to  all  "independent"  laboratories  (that  is,  laboratories  not  lo- 
cated in  a  hospital)  which  are  in  interstate  commerce  whether  or  not 
they  receive  Federal  funds  under  the  medicare  and  medicaid  pro- 
grams. Second,  this  bill  will  for  the  first  time  extend  meaningful 
regulation  to  intrastate  hospital-based  laboratories.  As  noted  above, 
under  existing  medicare  law  hospitals  which  are  certified  by  the  Joint 
Committee  on  Accreditation  of  Hospitals  ( JCAH)  are  exempt  from 
the  requirements  of  that  law.  Unquestionably,  standards  promulgated 
under  the  reported  bill  will  be  of  a  more  stringent  nature  than  those 
presently  in  existence  under  the  JCAH  program.  Thus,  the  provisions 
of  the  committee's  bill  promise  to  have  a  substantial  effect  on  the 
quality  of  laboratory  services  performed  in  this  Nation's  hospitals. 
Finally,  under  existing  medicare  standards,  as  well  as  existing  law 
under  the  Clinical  Laboratory  Improvement  Act  of  1967,  all  labora- 
tories owned  and  operated  by  physicians  and  other  health  profes- 
sionals^— no  matter  how  large — are  wholly  exempt  from  Federal 
standards.  As  noted  in  more  detail  below,  this  exemption  has  been 
limited  to  laboratories  in  which  the  only  tests  performed  are  tests 
performed  by  the  health  practitioners  themselves  in  connection  with 
the  treatment  of  their  patients  or  to  laboratories  located  in  the  offices 
of  not  more  than  five  practitioners  in  which  the  tests  performed  are 
in  connection  with  the  treatment  of  their  patients.  Thus,  large  physi- 
cian laboratories  in  which  persons  employed  by  physicians  and  other 
health  practitioners  perform  tests  will,  under  this  bill,  for  the  first 
time  be  required  to  demonstrate  the  quality  expected  of  interstate 
laboratories. 
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During  the  past  20  years  with  the  technological  and  scientific  ex- 
plosion in  medical  knowledge  there  have  arisen  a  number  of  highly 
sophisticated  specialized  laboratories,  particularly  in  urban  areas 
and  tertiary  care  facilities,  where  specialists  such  as  cardiologists, 
pulmonary  specialists,  anesthesiologists,  and  nenonatal  intensive  care 
specialists  have  laboratories  which  carry  out  highly  specialized  labor- 
atory examinations  which  are  supervised,  quality  controlled,  and  in- 
terpreted by  the  specialist  who  is  providing  the  service.  The  great 
majority  of  pulmonary  and  cardiac  function  laboratories  are  free- 
standing organizational  entities  that  are  not  a  part  of  the  general 
clinical  laboratory. 

In  keeping  with  the  committee's  intent  that  the  Secretary  take  into 
consideration  the  type  of  services  or  the  purposes  for  which  such 
services  are  performed  in  developing  national  standards  for  clinical 
laboratories,  the  proposed  legislation  requires  the  Secretary  to  under- 
take a  study  of  highly  specialized  laboratories,  including  such  labora- 
tories engaged  in  the  assessment  of  cardiac  or  pulmonary  function, 
to  assess  the  quality  of  tests  and  other  procedures  and  services  pro- 
vided by  such  laboratories.  The  study  is  to  include  an  evaluation  of 
personnel  qualifications,  quality  control  programs,  proficiency  of 
laboratory  personnel,  and  other  factors  bearing  on  the  medical 
reliability  of  the  activities  of  such  laboratories.  Within  2  years  of  the 
date  of  enactment,  the  Secretary  is  to  report  the  results  of  the  study 
and  promulgate  regulations  making  national  standards,  with  such  va- 
riances as  he  determines  necessary  or  appropriate,  applicable  to 
cardiac  pulmonary  function  laboratories. 

Standards  governing  laboratories  subject  to  CLIA  y78 

Under  the  provisions  of  the  reported  bill,  all  clinical  laboratories 
within  the  scope  of  the  legislation  will  be  subject  to  national  standards. 
Standards  prescribed  in  the  bill  may  be  grouped  into  four  categories. 
First,  laboratories  subject  to  the  standards  will  be  required  to  main- 
tain appropriate  quality  control  programs.  Second,  such  laboratories 
will  be  required  to  maintain  such  records,  equipment,  and  facilities 
as  may  be  necessary  for  proper  and  effective  operation.  Third,  stand- 
ards must  include  requirements  for  periodic  proficiency  testing  of 
laboratories.  Finally,  standards  must  prescribe  qualifications  for  the 
personnel  who  direct,  supervise,  or  who  are  employed  by  such 
laboratories. 

In  the  committee's  view,  the  guidelines  in  the  legislation  relating 
to  standards  will  insure  accurate  laboratory  tests  and  procedures 
while  at  the  same  time  authorize  the  flexibility  necessary  in  order  that 
variations  in  the  types  of  tests  and  procedures  performed  by  the 
laboratories  may  be  taken  into  account  and  so  that  career  mobility 
within  clinical  laboratories  remains  possible. 

Thus,  the  reported  bill  specifically  authorizes  national  standards 
for  clinical  laboratories  to  vary  on  the  basis  of  the  type  of  tests,  pro- 
cedures, or  services  performed  by  such  laboratories  or  the  purposes  for 
which  such  tests,  procedures,  or  services  are  performed.  For  ex- 
ample, the  type  of  training  or  experience  required  of  the  director  of 
a  laboratory  may  appropriately  vary  depending  upon  the  types  of 
tests  performed  in  the  laboratory.  In  addition,  a  laboratory  in  which 
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sophisticated  research  is  being  conducted,  but  in  which  only  routine 
tests  to  determine  the  course  of  treatment  of  a  patient  are  conducted, 
may  well  be  directed  by  a  person  with  qualifications  different  from 
those  of  a  person  who  directs  a  full  service,  commercially-oriented 
laboratory.  Moreover,  the  Secretary  may  determine  that  quality  con- 
trol programs  should  vary  according  to  the  types  of  tests  performed 
by  the  laboratory. 

In  addition,  the  personnel  qualifications  required  of  laboratories 
subject  to  the  reported  bill  are  intentionally  structured  so  that  qualifi- 
cations for  such  personnel  will  include  options  and  may  not  be  limited 
solely  to  educational  requirements.  For  example,  qualifications  for  di- 
rectors or  supervisors  of  laboratories  may  include  licensure,  training, 
experience,  or  examination  requirements  or  any  combination  of  such 
requirements.  Likewise,  qualifications  for  technologists  employed  in 
laboratories  may  include  experience  requirements,  training  require- 
ments, or  successful  completion  of  proficiency  examinations.  It  is  with 
this  latter  group  of  personnel — technologists — that  the  committee  is 
most  concerned.  What  the  committee  wishes  to  avoid,  consistent  with 
quality  and  accuracy,  is  the  establishment  of  a  "guild  system"  whereby 
only  persons  with  rigid  academic  credentials  would  be  able  to  be  em- 
ployed in  this  nation's  clinical  laboratories.  Instead,  it  is  the  commit- 
tee's view  that  persons  without  such  requirements  should  be  able  to 
be  employed  as  technologists  if  their  experience  or  completion  of  pro- 
ficiency examinations  demonstrate  them  to  be  competent. 

Finally,  the  committee  proposal  prescribes  no  specific  qualifications 
for  technicians  employed  by  clinical  laboratories  but  does  require  su- 
pervisory personnel  to  evaluate  their  proficiency  through  the  admin- 
istration of  periodic  practical  examinations.  In  the  committee's  view, 
because  technicians  are  not  required  to  exercise  independent  judg- 
ment in  the  performance  of  their  assigned  duties,  other  than  that  re- 
quired to  accurately  and  competently  perform  such  duties,  evaluation 
of  their  performance  through  the  use  of  practical  examinations  is 
sufficient  to  assure  the  competency  of  such  personnel. 

Phasing  in  of  national  standards 

The  committee  recognizes  that  laboratories  which  for  the  first  time 
will  become  subject  to  national  standards  will  require  some  time  in 
order  to  comply  with  them.  For  this  reason,  the  legislation  provides 
for  a  phase-in  period  for  clinical  laboratories,  with  special  considera- 
tion being  given  to  rural  hospital  laboratories. 

First,  clinical  laboratories  engaged  in  interstate  commerce  will  be 
required  to  continue  to  be  subject  to  regulation  under  the  Clinical  Lab- 
oratory Improvement  Act  of  1967  and  laboratories  subject  to  regula- 
tion under  medicare  and  medicaid  will  continue  to  be  so  subject  until 
the  standards  are  changed  through  application  of  the  reported  bill. 

Laboratories  not  subject  to  medicare  or  medicaid  regulations,  or 
which  are  not  engaged  in  interstate  commerce,  will  not  be  required  to 
comply  with  national  standards  until  2  years  following  the  date  that 
national  standards  become  effective  (1  year  following  the  date  of  en- 
actment of  the  bill) ,  or  3  years  from  the  elate  of  enactment. 

Laboratories  which  receive  reimbursement  under  the  medicare  or 
medicaid  programs  will  likewise  become  subject  to  national  standards 
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promulgated  under  the  provisions  of  CLIA  '78  3  years  following  its 
enactment.  Clinical  laboratories  located  in  rural  areas  in  which  indi- 
viduals with  the  qualifications  required  for  supervisory  personnel  or 
for  technologists  employed  by  the  laboratory  (or  both)  are  not  avail- 
able, which  perform  services  solely  for  hospitals  and  health  practi- 
tioners located  within  such  rural  area,  and  which  provide  the  Secre- 
tary satisfactory  assurances  that  they  will  take  such  actions  as  may 
be  necessary  to  train  individuals  to  meet  such  qualifications  or  to  em- 
ploy such  individuals  with  such  qualifications  receive  an  additional 
2-year  exemption  from  compliance  with  standards  relating  to  such 
personnel.  Thus,  in  the  committee's  view,  a  reasonable  period  of  time 
has  been  authorized  in  the  reported  bill  for  laboratories  to  prepare 
themselves  for  increased  regulation.  Owners  and  operators  of  labora- 
tories will  know  well  in  advance  of  requirements  applicable  to  them 
and  should  not  anticipate  delays  beyond  those  authorized  by  this 
legislation. 

Exemption  from  national  standards 

In  the  committee's  view,  there  are  limited  situations  in  which, 
because  of  the  nature  of  a  clinical  laboratory,  national  standards 
should  not  apply  to  it.  Thus,  exceptions  are  made  in  the  legislation 
for  three  types  of  laboratories :  Research  laboratories,  certain  labora- 
tories located  in  the  offices  of  physicians,  and  other  health  care  pro- 
fessionals, and  Federal  clinical  laboratories. 

First,  the  legislation  requires  that,  upon  application,  the  Secre- 
tary exempt  from  national  standards  any  laboratory,  or  portion  of 
a  laboratory  in  which  the  only  tests  or  procedures  which  are  per- 
formed are  tests  or  procedures  for  biomedical  or  behavioral  research. 

Second,  certain  laboratories  owned  and  operated  by  physicians, 
dentists,  or  podiatrists  are  exempt  from  national  standards  with 
certain  conditions.  National  standards  do  not  apply  to  clinical 
laboratories  which  are  located  in  the  office  of  a  licensed  physician, 
dentist,  or  podiatrist  (or  a  group  of  such  practitioners)  in  which 
the  only  tests  or  procedures  which  are  performed  are  tests  or  proce- 
dures performed  by  such  practitioners  in  connection  with  the  treat- 
ment of  their  own  patients. 

The  Secretary  may  need  to  exercise  flexibility  in  what  he  deter- 
mines constitutes  a  physician's  office.  For  example,  some  physicians 
perform  tests  while  treating  their  patients  in  a  special  area  within 
a  hospital.  In  the  case  of  the  anesthesiologist,  this  would  be  the 
operating  room,  the  obstetric  suite,  the  recovery  room,  and  the  inten- 
sive care  unit;  in  the  case  of  the  intensivist,  it  would  be  the  inten- 
sive care  unit.  It  is  essential  that  these  physicians  be  permitted  to 
analyze  biophysical  and  biochemical  data  relating  to  their  patient  on 
a  moment-to-moment  basis  in  order  to  alter  therapy  as  appropriate. 
In  addition,  national  standards  would  not  apply  to  any  clinical  labo- 
ratory located  in  the  office  of  a  group  of  not  more  than  five  physicians, 
dentists,  or  podiatrists  in  which  the  only  tests  or  procedures  performed 
are  in  connection  with  the  treatment  of  patients  of  the  practitioner 
or  in  connection  with  services  provided  for  such  patients  by  a  phys- 
ician assistant  or  nurse  practitioner  under  the  supervision  of  such  a 
practitioner  or  group  of  practitioners  unless  the  laboratory  refused  to 
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participate  in  the  following  study  of  practitioners'  office  laboratories. 
The  Secretary  is  required  to  conduct  or  arrange  for  a  study  of  the 
quality  of  services  being  provided  by  clinical  laboratories  located  in 
practitioners'  offices,  including  an  evaluation  of  proficiency  testing 
programs,  quality  control  programs,  personnel  qualifications,  and 
proficiency  testing  of  personnel,  and  their  effect  on  the  medical  reli- 
ability of  tests.  Any  clinical  laboratory  that  refuses  to  participate  in 
the  study  would  be  immediately  subject  to  national  standards. 

Within  1  year  from  the  date  of  enactment,  the  Secretary  is  required 
to  report  to  the  Congress  the  results  of  the  evaluation  of  proficiency 
testing  of  such  laboratories.  If,  on  the  basis  of  the  evaluation,  the 
Secretary  finds  that  the  results  of  tests  performed  by  laboratories  par- 
ticipating in  proficiency  testing  programs  are  significantly  more  med- 
ically reliable  than  the  results  of  tests  performed  by  laboratories  which 
do  not  participate  in  such  programs,  the  Secretary  by  regulation  may 
require  that,  as  a  condition  to  continued  exemption,  such  laboratories 
participate  in  proficiency  testing  programs. 

Within  2  years  from  the  date  of  enactment,  the  Secretary  is  required 
to  report  to  the  Congress  the  results  of  the  evaluation  of  quality  con- 
trol programs,  personnel  qualifications,  and  proficiency  testing  of  lab- 
oratory personnel  with  respect  to  practitioners'  office  laboratories.  In 
the  report,  the  Secretary  is  to  recommend  whether  such  laboratories 
should  be  required,  as  a  condition  to  exemption  from  national  stand- 
ards, to  have  laboratory  procedure  manuals  or  other  items  bearing  on 
the  medical  reliability  of  tests  and  procedures  performed  in  such  lab- 
oratories. The  information  contained  in  the  report,  which  the  com- 
mittee considers  critical  to  an  understanding  of  the  quality  of  pro- 
cedures and  tests  performed  in  laboratories  located  in  physicians' 
offices,  will  be  used  by  the  committee  in  making  future  judgments  con- 
cerning whether  exemptions  for  physician  and  other  health  practi- 
tioner offices  should  be  continued. 

Finally,  Federal  clinical  laboratories  would  not  be  subject  to  na- 
tional standards  if  they  are  under  the  jurisdiction  of  the  Armed  Forces 
or  the  Veterans'  Administration  or  if  the  agency  with  jurisdiction  over 
the  laboratory  has  in  effect  standards  no  less  stringent  than  national 
standards. 

The  achievement  of  primary  enforcement  responsibility  by  States 

The  committee  is  well  aware  that  several  States  have  adopted  stand- 
ards for  clinical  laboratories  which  are  comparable  to  standards  re- 
quired under  the  existing  provisions  of  the  Clinical  Laboratory  Im- 
provement Act.  In  the  committee's  view,  it  is  wholly  appropriate — and 
indeed  desirable — for  States  that  have  adopted  standards  comparable 
to  or  more  stringent  than  national  standards  to  implement  such  stand- 
ards without  Federal  interference.  For  this  reason,  the  reported  bill 
authorizes  States  to  assume  primary  enforcement  responsibility 
(PEE,)  for  the  purpose  of  regulating  the  quality  of  clinical  labora- 
tories in  their  jurisdiction.  Thus,  the  reported  bill  requires  the  Secre- 
tary to  designate,  upon  application,  a  State  as  having  primary  enforce- 
ment responsibility  if  the  Secretary  makes  seven  determinations:  (1) 
That  the  State  has  adopted  standards  applicable  to  clinical  labora- 
tories which  are  no  less  stringent  than  national  standards  and  a  system 
for  the  licensure  of  laboratories  comparable  to  the  system  required  un- 
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der  national  standards;  (2)  that  it  is  able  to  enforce  such  standards; 
(3)  that  it  will  keep  such  records  and  reports  with  respect  to  licensing 
and  enforcement  as  the  Secretary  may  require;  (4)  if  it  permits  ex- 
emptions from  its  requirements,  that  it  permits  them  under  conditions 
no  less  stringent  than  those  applicable  under  CLIA  '78 ;  (5)  that  it  has 
adopted  and  can  implement  adequate  procedures  for  control  of  health 
hazards  resulting  from  clinical  laboratories ;  (6)  that  it  has  designated 
a  single  agency  to  enforce  its  standards  and  administer  its  licensure 
system;  and  (7)  that  it  will  coordinate  its  activities  with  other  States 
to  avoid  the  application  of  duplicative  requirements  to  clinical  lab- 
oratories. If  a  State  has  achieved  primary  enforcement  responsibility, 
it  is  then  authorized  to  regulate  all  intrastate  laboratories  located  with- 
in it,  as  well  as  interstate  laboratories  so  located  or  doing  at  least  ten 
percent  of  their  business  within  the  State. 

Assistance  to  PER  States  and  agreements  with  Non-PER  States  and 
nongovernmental  entities 

Under  the  proposed  legislation,  the  Secretary  is  authorized  to  enter 
into  agreements  with  States  with  primary  enforcement  responsibility 
under  which  agreements  financial  assistance  will  be  provided  to  such 
States  to  assist  them  in  meeting  the  costs  of  administering  and  enforc- 
ing their  programs  for  the  regulations  of  clinical  laboratories. 

The  proposed  legislation  also  authorizes  the  Secretary,  in  instances 
in  which  he  has  entered  into  agreements  with  non-PER  States  to 
enforce  laboratory  requirements  of  the  medicare  law,  to  enter  into 
agreements  with  such  States  to  enforce  the  requirements  of  national 
standards  with  respect  to  clinical  laboratories  that  do  not  receive 
medicare  payments.  In  the  committee's  view,  this  procedure  would 
insure  a  minimum  of  Federal  intrusion  into  non-PER  States  and  allow 
the  utilization  of  State  medicare  laboratory  inspectors  rather  than 
scarce  Federal  personnel. 

Several  national  professional  organizations  have,  over  the  years, 
developed  self -enforcement  procedures  for  the  regulation  of  clinical 
laboratories.  These  organizations  include  the  College  of  American 
Pathologists,  the  Joint  Commission  on  Accreditation  of  Hospitals,  the 
American  Society  of  Internal  Medicine,  and  others.  Under  CLIA  '67, 
laboratories  accredited  by  such  national  organizations  are  exempt  from 
Federal  regulations  if  the  standards  applied  by  such  organizations  are 
equal  to  or  more  stringent  than  the  requirements  of  that  act.  Under 
existing  law,  the  College  of  American  Pathologists  has  been  accepted 
as  an  entity  with  standards  equal  to  or  more  stringent  than  the  provi- 
sions of  Federal  standards  applicable  to  interstate  laboratories.  In 
the  committee's  judgment,  it  is  appropriate  to  continue  the  authority 
for  such  arrangements.  Thus,  the  legislation  authorizes  the  Secretary 
and  any  State  which  has  primary  enforcement  responsibility  for  the 
regulation  of  clinical  laboratories  to  enter  into  agreements  with  quali- 
fied public  or  nonprofit  private  entities  which  have  adopted  standards 
at  least  as  stringent  as  Federal  or  applicable  State  standards  under 
which  such  entities  (1)  make  such  inspections  as  the  Secretary  or  State 
may  require  to  assure  compliance  with  standards,  (3)  administer  such 
proficiency  tests  and  periodic  examinations  as  the  Secretary  or  the 
State  may  require  for  clinical  laboratories  and  their  personnel,  or 
(3)  do  both. 
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Sections  applicable  to  laboratories  which  do  not  comply  with  the 
provisions  of  the  hill 
The  reported  bill  imposes  severe  sanctions  for  violation  of  the  na- 
tional standards.  It  provides  that  any  person  who  solicits  or  accepts, 
directly  or  indirectly,  any  specimen  for  a  laboratory  test  or  other 
laboratory  procedure  which  is  required  to  have  in  effect  a  license  and 
which  does  not  have  such  a  license  or  which  is  not  authorized  by  its 
license  to  perform  such  test  or  procedure  shall  be  fined  not  more  than 
$10,000  or  imprisoned  for  not  more  than  1  year,  or  both.  In  addition, 
the  reported  bill  provides  that  no  clinical  laboratory  which  is  required 
to  have  in  effect  a  license  issued  by  the  Secretary  and  which  does  not 
have  such  a  license  may  receive  a  grant,  contract  or  other  form  of 
financial  assistance  under  the  Public  Health  Service  Act,  or  charge 
or  collect  for  laboratory  services  for  any  entity  which  receives  a  grant, 
contract  or  other  form  of  financial  assistance  under  such  act.  In  addi- 
tion, the  charges  of  such  a  laboratory  may  not  be  included  in  determin- 
ing Federal  payments  under  the  medicare  or  medicaid  programs. 

Submission  of  certain  information  to  the  Secretary  and  to  health  sys- 
tems agencies 

The  reported  bill  also  contains  provisions  whereby  the  Secretary 
and  health  systems  agencies  will,  for  the  first  time,  be  made  fully 
aware  of  the  terms  of  contracts  between  physicians  and  clinical  labora- 
tories and  the  charges  that  laboratories  make  to  physicians,  in  order 
that  an  evaluation  may  be  made  of  the  appropriateness  of  the  terms  of 
the  contracts  and  the  differences  between  charges  made  to  patients  for 
clinical  laboratory  services  and  the  charges  that  laboratories  made  to 
physicians  who  ordered  the  tests  for  such  patients.  It  requires  that,  in 
order  for  a  clinical  laboratory  to  be  eligible  for  issuance  or  renewal  of 
a  license,  it  must  submit  with  its  application  for  such  issuance  or  re- 
newal to  the  Secretary  and  to  the  health  systems  agencies  serving  the 
area  in  which  the  applicant  is  located  (1)  a  schedule  of  fees  the  appli- 
cant charges  for  the  laboratory  services  it  provides  and  (2)  such  infor- 
mation which  may  be  necessary  to  disclose  any  contractual  relation- 
ships in  effect  between  the  applicant  and  physicians  and  other  health 
professionals  respecting  the  laboratories  services  and  the  terms  of  any 
contracts  between  the  applicant  and  such  persons.  Appropriate  con- 
fidentiality requirements  are  included  with  respect  to  this  information. 
However,  within  the  confines  of  the  confidentiality  protections  of  the 
bill  and  those  of  the  Freedom  of  Information  Act,  this  information 
will  be  very  useful  to  the  Secretary  in  determining  whether  contracts 
between  physicians  and  clinical  laboratories  for  payment  of  services 
under  programs  in  which  the  Federal  Government  is  responsible  for 
reimbursement  is  reasonable  and  fair. 

In  addition,  health  systems  agencies  will  be  able  to  make  generally 
available  information  concerning  fee  schedules  so  that  consumers  may 
compare  the  charges  that  laboratories  make  to  physicians  who  order 
tests  and  the  charges  the  physicians  make  to  such  consumers.  Also,  such 
information  will  be  useful  to  Federal  and  State  law  enforcement  of- 
ficials in  the  enforcement  of  the  provisions  of  the  bill  or  of  other  Fed- 
eral or  State  criminal  laws. 
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PROVISIONS  WITH  RESPECT  TO  MEDICARE  AND  MEDICAID 

Percentage  or  similar  payment  arrangements 

The  reported  bill  would  prohibit  the  use  of  any  Federal  funds  to 
pay  any  portion  of  a  reimbursement  amount  for  laboratory  services 
which  represents  a  commission  or  finder's  fee,  or  which  results  because 
of  a  rental  arrangement  which  is  based  on  a  percentage  of  business  or 
is  otherwise  clearly  unrelated  to  the  fair  value  of  the  space  being 
rented. 

The  committee  believes  that  these  kinds  of  percentage  lease  arrange- 
ments, particularly  in  clinics  or  physicians'  offices,  are  primarily  ultil- 
ized  as  simply  a  more  sophisticated  form  of  kickback.  While  not  reduc- 
ing in  any  way  the  authority  to  prosecute  these  kinds  of  practices  under 
the  felony  provisions  of  titles  XVIII  and  XIX,  this  committee  propo- 
sal is  designed  to  provide  more  leeway  in  stopping  the  practice  even 
where  a  kickback  cannot  formally  be  proved. 

Laboratory  services  provided  in  hospitals  for  persons  receiving  in- 
patient or  outpatient  services  in  that  facility  are  exempt  from  this  limi- 
tation. The  commitee  also  intends  that  the  exemption  apply  in  situa- 
tions in  which  the  vast  majority  of  laboratory  services  for  patients  of 
a  hospital  are  performed  in  the  hospital  laboratory,  but,  because  of  the 
sophisticated  nature  of  a  limited  number  of  tests  or  in  emergency  situ- 
ations, some  procedures  are  performed  by  a  clinical  laboratory  inde- 
pendent of  the  hospital  which  is  directed  by  the  same  person  or  pro- 
fessional group  that  directs  the  hospital-based  laboratory.  The  com- 
mittee felt  that  sufficient  information  on  the  use  of  rental  arrangements 
of  hospital  laboratory  space  was  not  available  to  assure  that  banning 
percentage  rental  arrangements  in  the  hospital  setting  was  appropriate. 
Thus,  the  committee  proposal  directs  that  a  study  be  undertaken  to  ex- 
amine this  arrangement  and  all  other  arrangements  between  hospitals 
and  providers  for  the  provision  of  clinical  laboratory  services,  includ- 
ing salaries,  fees  based  on  percentages,  and  similar  financial  arrange- 
ments with  pathologists.  The  committee  believes  that  information  on 
this  subject  is  already  available  in  scattered  sources,  and  therefore 
provides  for  the  completion  of  the  study  by  the  Department  within  6 
months  of  enactment  of  the  legislation  so  that  any  legislative  action 
found  to  be  necessary  can  be  undertaken  early  in  the  next  Congress. 

Freedom  of  choice 

During  its  deliberations,  the  committee  became  convinced  that  there 
were  serious  deficiencies  in  the  design  of  the  medicaid  program  in 
terms  of  the  provision  of  laboratory  services.  The  committee  was  im- 
pressed by  testimony  that  the  number  of  laboratories  involved  in  the 
provision  of  services,  particularly  in  large  urban  centers  where  so- 
called  medicaid  mills  were  prevalent,  and  where  bills  for  laboratory 
services  commonly  came  through  clinics  or  physicians  who  dealt  with 
other  entities,  often  resulted  in  a  situation  where  the  policing  of 
quality  standards  and  charging  practices  was  nearly  impossible.  The 
committee  was  impressed  with  the  proposals  put  forth  by  repre- 
sentatives of  New  Jersey  and  Xew  York  City  for  alternate  arrange- 
ments for  the  purchase  of  laboratory  services.  The  potential  bene- 
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fits,  both  to  medicaid  patients  receiving  laboratory  services  and  to 
the  general  public  which  provides  the  funds  to  pay  for  the  medicaid 
program,  as  well  as  the  general  inapplicability  of  the  concept  of 
freedom-of-choice  to  laboratory  services  where  the  patient  in  fact 
does  not  "choose"  his  provide^  in  any  real  sense,  pursuaded  the 
committee  to  allow  States  to  arrange  for  the  purchase  of  laboratory 
services  for  the  medicaid  population  through  competitive  bidding 
or  other  arrangements  which  limited  the  number  of  laboratories 
eligible  to  receive  medicaid  payments. 

The  reported  bill  contains  a  provision  which  would  allow  States 
(or  parts  thereof)  to  purchase  laboratory  services  for  a  3-year  period 
under  arrangements  which  would  not  be  subject  to  the  general  free- 
dom of  choice  requirements  of  the  medicaid  law,  provided  that  the 
Secretary  of  Health,  Education,  and  Welfare  approved  the  plan.  The 
Secretary  would  determine  that  services  would  be  purchased  only 
from  laboratories  that  met  standards,  and  that  the  prices  charged 
the  program  would  not  exceed  the  lowest  amount  charged  to  others 
for  similar  tests,  or,  if  the  purchasing  arrangements  were  agreed  to 
on  some  unit  price  oasis,  that  the  aggregate  expenditures  would  not 
exceed  the  aggregate  expenditures  that  would  have  been  anticipated 
if  each  test  was  charged  at  the  lowest  rate  charged  to  others  for  that 
test.  Additionally,  the  Secretary  must  be  satisfied  that  under  the 
arrangement  adequate  laboratory  services  would  be  available  to  the 
physicians  and  other  providers  treating  medicaid  patients ;  the  com- 
mittee has  required  that  the  Secretary  may  approve  State  plans  only 
when  this  conditions  is  met. 

The  committee  is  concerned,  however,  that  concentration  of  medic- 
aid business  in  a  small  number  of  laboratories  might  prove  detri- 
mental to  quality  if  the  laboratory  served  only  the  medicaid  popula- 
tion. The  committee  believes  it  would  be  beneficial  to  make  arrange- 
ments for  the  purchase  of  services  only  with  laboratories  that  provide 
services  to  both  private  and  public  patients.  Providers  of  laboratory 
services  to  the  general  population  have  established  fee  schedules  for 
their  services  and  often  have  operational  quality  assurance  mech- 
anisms, thus  providing  the  purchaser  with  a  ready  means  of  deter- 
mining the  lowest  rate  charged  for  quality  services.  The  committee 
does  not  wish  to  take  any  action  which  would  result  in  the  develop- 
ment of  a  two-class  system  of  health  care  in  this  country  by  allow- 
ing States  to  purchase  laboratory  services  from  providers  whose 
only  customer  is  medicaid.  Experience  has  generally  shown  that  the 
existence  of  a  private  clientele  has  a  quality  assurance  effect  on  the 
services  provided  to  public  patients.  Therefore,  the  committee  has 
established  as  an  additional  condition  for  approval  of  a  State  plan 
for  the  purchase  of  laboratory  services  that  no  more  than  75  percent 
of  the  laboratory's  business  may  be  with  medicaid  and  medicare 
patients. 

The  committee  recognizes  that  one  result  of  this  legislation  will 
be  a  reduction  in  the  number  of  providers  from  whom  a  State,  or 
political  subdivision,  purchases  laboratory  services.  Theoretically, 
it  would  be  possible  for  a  State  or  political  subdivision,  under  this 
act  to  enter  into  arrangements  with  only  one  provider  of  laboratory 
services  in  an  area  (provided  the  condition  of  adequate  available 
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services  was  met) .  The  committee's  intent,  however,  is  not  to  encour- 
age such  a  monopolistic  situation  in  any  large  health  care  delivery 
area.  Obviously,  in  such  an  area  it  is  more  desirable  to  encourage 
the  utilization  of  several  providers.  If  only  one  provider  is  serving 
a  very  large  population  group,  the  State  could  become  the  "captive" 
of  the  provider  and  find  it  administratively  difficult  to  switch  to 
another  provider  should  the  first  prove  to  be  inadequate  or  found  to 
be  charging  excessive  rates.  In  addition,  accessibility  of  the  services 
to  the  physician  should  be  a  consideration  in  determining  the  num- 
ber of  such  arrangements.  Therefore,  it  is  the  committee's  expecta- 
tion that  States  making  arrangements  with  providers  of  laboratory 
services  under  this  legislation  would  generally  not  make  such 
arrangements  with  only  one  provider  of  such  services  in  any  large 
health  care  delivery  area.  Furthermore,  the  Secretary  in  establish- 
ing policies  and  rules  to  implement  this  provision  should  discourage 
such  monopolistic  situations. 

Although  the  committee  is  persuaded  that  an  override  of  the 
freedom-of -choice  provision  of  medicaid  is  justified  in  the  case  of 
laboratory  services,  it  recognizes  that  unanticipated  problems  may 
result  when  this  policy  is  implemented.  Consequently,  the  committee 
has  limited  the  time  period  during  which  States  may  purchase 
laboratory  services  through  these  arrangements  to  3  years,  and  has 
instructed  the  Secretary  of  HEW  to  evaluate  experience  with  the 
new  arrangements,  and  report  to  the  Congress  within  24  months  on 
the  results  so  that  determination  of  whether  the  policy  change  should 
be  permanent  can  be  made. 

Billing  practices 

The  committee  proposal  would  make  the  practice  of  higher  charges 
to  public  financing  programs  (medicare,  medicaid  and  the  maternal 
and  child  health  program)  for  services  than  are  charged  to  other 
grounds  for  loss  of  laboratory's  license,  or  ineligibility  for  applica- 
tion for  a  license  for  up  to  2  years,  or  both.  In  recognition  of  the 
fact  that  delays  in  payments  under  public  programs  may  necessitate 
a  slight  increase  in  administrative  costs  the  committee  proposal  pro- 
vides that  such  costs  would  not  be  considered  discriminatory  billing 
of  public  programs,  but  only  to  the  extent  that  it  clearly  could  be 
established  that  a  differential  in  administrative  costs  exists. 

The  committee  bill  would  add  a  corresponding  provision  to  title 
XIX.  Under  medicare,  medicaid,  and  maternal  and  child  health  pro- 
grams, laboratory  services  are  reimbursed  on  the  basis  of  prevailing 
charges  in  the  locality  for  comparable  sendees  under  comparable 
circumstances.  Investigations  of  the  laboratory  industry  have  un- 
covered many  practices  which  artificially  increase  the  prevailing 
charges  for  laboratory  services.  The  committee  bill  would  establish 
reimbursement  principles  which  would  provide  limits  for  payments 
to  individual  laboratories  for  services  based  on  purchasing  practices 
which  a  prudent  buyer  would  observe.  To  achieve  this  goal  the  com- 
mittee bill  would  specifically  limit  reimbursement  under  title  XIX 
for  laboratory  services  to  the  lowest  rates  charged  by  the  laboratory. 
A  reasonable  billing  period,  to  be  determined  by  the  Secretary,  could 
serve  as  a  basis  for  establishment  of  the  lowest  charge. 
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The  committee"  would  note  that,  in  addition  to  this  requirement,  the 
Secretary  would  retain  authority  to  apply  to  medicaid  payments  the 
limits  on  prevailing  charge  levels  included  in  medicare  under  section 
1842(b)  of  the  Social  Security  Act,  (referred  to  under  medicaid  in 
Section  1903 (i)(l)).  Medicaid  locality  designations  may  be  estab- 
lished by  the  Secretary  on  a  national,  State,  or  local  basis,  under  the 
provisions  of  section  1842(b)  (3.  Further,  in  those  cases  where  the 
Secretary  has  determined  that  laboratory  services  do  not  generally 
vary  significantly  in  quality  from  one  laboratory  to  another  the 
charge  determined  to  be  reasonable  may  not  exceed  the  lowest  charge 
at  which  laboratory  services  are  widely  and  consistently  available  in 
a  locality. 

The  committee  bill  has  also  addressed  the  problem  of  substantial 
markups  of  bills  for  laboratory  services  where  the  bill  is  submitted  by 
the  physician  but  the  laboratory  services  are  not  performed  by  him. 
The  bill  provides  that  when  a  physician  includes  an  amount  in  his 
bill  for  laboratory  services,  he  must  indicate  either  (i)  that  he  or 
another  physician  in  his  office  personally  performed  or  supervised 
the  laboratory  services,  or  (ii)  the  name  of  the  laboratory  performing 
the  services  and  the  amount  the  physician  was  billed  by  the  laboratory. 

If  the  physician  fails  to  provide  the  necessary  information,  the 
payment  allowed  for  the  laboratory  services  included  in  this  bill 
will  be  limited  to  the  charge  estimated  by  the  medicare  carrier  to  be 
the  lowest  charge  at  which  the  services  could  have  been  secured  by  a 
physician  from  a  laboratory  serving  the  applicable  locality.  This 
provision  is  designed  to  be  a  financial  incentive  to  the  physician  to 
encourage  him  to  provide  the  necessary  information  on  laboratory 
services  included  in  his  bill,  so  that  it  can  be  determined  that  the 
laboratory  doing  the  work  is  one  that  meets  appropriate  standards, 
and  so  that  the  program  administrators  can  be  certain  that  there  is  no 
unreasonable  markup  in  the  charge.  Under  current  program  require- 
ments, physicians  are  required  to  provide  similar  information,  but 
often  do  not.  Medicare  carriers  find  it  impossible  to  follow  up  on 
all  bills  where  the  information  is  not  included.  This  provision  will 
provide  authority  to  limit  payments  in  these  situations. 

If  the  physician  does  indicate  on  his  bill  that  the  laboratory  service 
was  performed  elsewhere,  and  indicates  which  laboratory  performed 
the  service  and  how  much  they  billed  him,  the  allowed  payment  will 
be  the  lower  of  that  laboratory's  reasonable  charge  (subject  to  the 
usual  requirements  of  the  law  for  determining  reasonable  charge)  or 
the  amount  actually  billed  the  physician,  plus  a  nominal  fee  to  cover 
the  physician's  costs  in  collecting  and  handling  the  sample.  This  pro- 
vision will  result  in  lower  program  payments  in  many  instances,  be- 
cause it  is  not  uncommon  for  a  laboratory  to  bill  a  physician  less  than 
its  reasonable  charge.  This  provision  will  assure  that  the  programs 
will  benefit  from  the  discounted  rate.  In  order  to  determine  that  the 
information  the  physician  provides  concerning  the  amount  he  was 
billed  is  accurate,  the  committee's  bill  requires  laboratories  partici- 
pating in  medicare  and  medicaid  to  allow  the  Secretary  of  HEW 
or  the  State  to  have  access  to  their  records.  The  committee  expects 
that  this  authority  would  be  used  as  a  spot-check  to  determine  general 
compliance  or  in  instances  where  fraud  is  suspected. 
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If  the  physician's  bill  indicates  the  laboratory  service  was  per- 
formed by  the  physician  or  another  physician  with  whom  he  shares 
his  practice,  or  by  someone  under  their  supervision,  the  reimburse- 
ment allowed  would  be  the  physician's  reasonable  charge  for  that  serv- 
ice (ag-ain,  subject  to  the  applicable  provisions  of  the  law  regarding 
reasonable  charge).  The  committee  notes  that  use  of  the  phrases 
"supervised  the  performance  of  such  services"  or  "supervised  such 
services"  would  not  require  that  a  physician  personally  supervise  the 
performance  of  each  test  for  which  a  bill  has  been  submitted.  The 
physician  would  be  expected  to  exercise  general  supervisory 
responsibility. 

While  the  committee  has  determined  that  these  limitations  on  pay- 
ments for  laboratory  services  are  appropriate,  there  is  concern  that 
the  reduction  in  reimbursements  may  fall  on  the  patient  rather  than 
on  the  physician  who  fails  to  provide  the  required  information  on 
the  laboratory  services  or  who  is  engaging  in  excessive  markups.  The 
structure  of  the  medicare  program,  under  which  many  physicians  do 
not  take  assignment  and  bill  the  program  directly,  results  in  many 
patients  paying  the  physicians'  fees  and  then  submitting  the  bill  to 
medicare.  In  this  situation,  there  is  a  potential  for  the  patient  rather 
than  the  physician  to  feel  the  effect  of  the  medicare  policy  to  limit 
payments  for  laboratory  services.  The  committee  has  determined  that 
there  cannot  be  justification  for  continuing  a  policy  of  paying  exces- 
sive markups  on  laboratory  tests  because  the  failure  of  physicians  to 
take  assignment  might  result  in  the  lower  reimbursement  going  to 
the  patient  rather  than  the  physician.  However,  the  committee  has 
directed  the  Secretary  of  HEW  to  report  to  the  Congress  within  2 
years  on  the  experience  with  this  provision,  particularly  in  regard  to 
how  frequently  the  reduction  in  the  allowed  amount  has  resulted  in 
lower  payments  to  the  patient  rather  than  to  the  physician.  This  in- 
formation will  allow  determination  of  whether  further  legislative 
change  to  protect  the  patient  is  necessary.  Additionally,  the  Secre- 
tary is  required  to  report  on  the  savings  in  expenditures  for  labora- 
torv  services  which  have  resulted  from  this  provision. 

Under  the  medicaid  program,  a  State  has  the  authority  to  require 
that  all  bills  for  laboratory  services  be  submitted  directly  by  the  prac- 
titioner or  entity  performing  the  service.  The  committee's  bill  leaves 
that  option  to  the  States;  however,  if  a  State  opts  instead  to  allow 
indirect  billing,  it  is  required  to  assure  that  reimbursement  does  not 
exceed  the  amount  that  would  be  allowed  under  medicare.  To  assure 
this,  a  State  would  have  to  require  the  physician  to  submit  informa- 
tion essentially  similar  to  the  information  required  by  medicare. 

Program  Oversight 

The  committee's  principal  oversight  activities  with  respect  to  this 
program  have  been  conducted  by  the  Subcommittee  on  Health  and 
the  Environment  in  connection  with  its  consideration  of  the  legisla- 
tive authorities  for  the  program.  Legislative  hearings  on  the  program 
were  conducted  in  March  1976  and  in  June  1977  and  the  findings  are 
discussed  in  the  report  under  committee  proposal  as  the  proposed 
legislation  is  designed  to  respond  to  the  subcommittee's  findings. 
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Oversight  hearings  on  the  problems  of  medicaid  fraud  and  abuse, 
including  fraud  and  abuse  in  the  clinical  laboratory  industry,  were 
conducted  by  the  committee's  Subcommittee  on  Oversight  and  Inves- 
tigations in  February  1976,  and  information  obtained  during  those 
hearings  was  used  in  the  development  of  the  proposed  legislation.  The 
committee  has  not  received  oversight  findings  with  respect  to  this 
program  from  the  Committee  on  Government  Operations. 

Inflation"  Impact  Statement 

The  committee  anticipates  that  the  enactment  of  H.R.  10909  will 
have  an  impact  on  inflation  in  the  health  care  field  by  reducing  labo- 
ratory charges  reimbursed  by  medicare  and  medicaid  programs.  Fur- 
ther, the  amounts  authorized  under  this  legislation,  which  is  intended 
to  regulate  a  nearly  $10  billion  industry,  represent  a  minimal  Fed- 
eral outlay  when  projected  savings  to  be  realized  under  the  legislation 
are  taken  into  account.  As  noted  below  in  the  report  of  the  Congres- 
sional Budget  Office,  it  is  anticipated  that  a  net  savings  of  more  than 
$126  million  over  the  next  5  fiscal  years  is  a  conservative  estimate  of 
the  effect  this  legislation  will  have  on  laboratory  charges. 

Congressional  Budget  Office  Cost  Estimate 

A  cost  estimate  was  requested  on  H.R.  10909  when  it  was  ordered 
reported  from  the  Committee  on  Interstate  and  Foreign  Commerce, 
and  the  Congressional  Budget  Office  has  provided  the  following 
information. 

Congressional  Budget  Office, 

U.S.  Congress, 
Washington,  B.C.,  March  1978. 

Hon.  Harley  O.  Staggers, 

Chairman,  Committee  on  Interstate  and  Foreign  Commerce, 
U.S.  House  of  Representatives,  Washington,  B.C. 

Dear  Mr.  Chairman  :  Pursuant  to  section  403  of  the  Congressional 
Budget  Act  of  1974,  the  Congressional  Budget  Office  has  prepared 
the  attached  cost  estimate  for  H.R.  10909,  the  Clinical  Laboratory 
Improvement  Act  of  1978. 

Should  the  committee  so  desire,  we  would  be  pleased  to  provide 
further  details  on  the  attached  cost  estimate. 
Sincerely, 

Robert  A.  Levine, 
(For  Alice  M.  Rivlin,  Director). 

Congressional  Budget  Office  Cost  Estimate 

1.  Bill  number:  H.R.  10909. 

2.  Bill  title:  Clinical  Laboratory  Improvement  Act  of  1978. 

3.  Bill  status :  As  ordered  reported  by  the  Committee  on  Interstate 
and  Foreign  Commerce  on  March  15. 1978. 

4.  Bill  purpose:  To  amend  the  Public  Health  Service  and  Social 
Security  Acts  in  order  to  assure  expanded  and  improved  regulation 
of  clinical  laboratories  and  to  reduce  the  present  levels  of  reimburse- 
ment under  Medicare  and  Medicaid  for  laboratory  services. 
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5.  Cost  estimate : 

ESTIMATED  COSTS  AND  SAVINGS 
[By  fiscal  years  in  millions  of  dollars) 


1979 

1980 

1981 

1982 

1983 


Estimated  authorization  level: 

Inspection  program   

Research  costs  -  

3. 00 
2. 00 

3. 00 
2.15 

3. 00 
0 

3. 00 
0 

3. 00 
0 

Total  authorization  

5. 00 

5.15 

3.00 

3. 00 

3.00 

Costs/savings: 

Inspection  program  and  research 

Medicare— exclusion  of  certain 
charges    

Medicaid— competitive  bid  labora- 
tories.  

5. 00 
-5.76 
-16. 00 

5.15 
-6. 34 
-41.60 

3.00 
-6.97 
-53. 10 

3. 00 
-7. 87 
0 

3.00 
-8.43 
0 

Total  net  costs  

-16. 76 

-42. 79 

-57. 07 

-4. 87 

-5. 43 

Note:  The  costs  of  this  bill  fall  within  budget  function  550. 

6.  Basis  for  estimate :  The  estimated  authorization  levels  were  based 
on  the  following  assumptions : 

The  Health  Care  Financing  Administration  estimates  that 
approximately  3,000  laboratories  not  presently  covered  by 
existing  interstate  and/or  medicare  regulations  will  require  in- 
spections at  a  cost  of  $1,000  per  laboratory.  This  cost  is  for  con- 
tractual services  that  will  be  administered  by  the  local  health 
services  agencies. 

Kesearch  costs  are  estimated  at  $500,000  per  study  for  each 
of  the  following :  ( 1 )  Study  respecting  requirements  for  labora- 
tories and  laboratory  personnel;  (2)  study  and  report  on  prac- 
titioners' offices  laboratories;  (3)  study  and  report  on  highly  spe- 
cialized laboratories ;  (4)  study  of  functional  arrangements  made 
by  hospitals  for  clinical  laboratory  services.  The  bill  states  that 
all  studies  are  to  expire  at  the  end  of  2  years.  Study  costs  are  in- 
flated by  CBO's  nondefense  research  deflator. 

It  is  assumed  that  estimated  authorizations  will  be  fully  appro- 
priated at  the  beginning  of  each  fiscal  year  and  the  appropriations 
will  have  a  100  percent  spendout  rate. 
All  savings  reflect  the  bill's  impact  on  current  policy  projections  for 
medicare  and  medicaid  laboratory  fees.  The  savings  estimated  from 
the  "exclusion  of  certain  charges"  provision  are  based  on  an  assump- 
tion that  total  laboratory  reimbursement  under  medicare  would  be 
$57.6  million  in  1979.  This  figure  was  then  inflated  by  10  percent  a  year 
to  account  for  the  overall  increase  in  laboratory  services  in  fiscal  years 
1980-1983.  The  10  percent  deflator  was  based  on  data  from  the  Bureau 
of  Labor  Statistics  on  the  average  annual  increases  in  laboratory  costs. 
Officials  in  both  New  York  and  New  Jersey  estimated  that  as  much  as 
33  percent  of  laboratory  costs  could  be  attributed  to  finder's  fees  and 
disproportionate  costs.  However,  because  of  variations  throughout  the 
country  in  laboratory  costs  as  well  as  difficulties  in  fully  implementing 
this  provision,  a  10  percent  savings  was  assumed  for  fiscal  years  1979- 
1983.  Although  this  provision  also  applies  to  medicaid,  it  is  assumed 
that  the  implementation  of  the  competitive  bidding  process  for  labora- 
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tory  services  will  almost  completely  eliminate  finder's  fees  and 
disproportionate  charges  for  medicaid  recipients. 

To  estimate  the  savings  associated  with  the  laboratory  competitive 
bidding  process,  a  Federal  medicaid  laboratory  fee  base  of  $128  mil- 
lion was  assumed  for  1979  (based  on  data  from  the  Senate  Special 
Committee  on  Aging) .  A  savings  rate  was  based  on  data  from  studies 
in  New  York,  New  Jersey,  and  California  on  the  effects  of  a  com- 
petitive bidding  process.  Their  reported  savings  ranged  from  20  to  50 
percent,  and  a  25  percent  savings  rate  was  therefore  assumed  in  this 
estimate  in  order  to  account  for  variations  between  States  and  the  dif- 
ficulties in  fully  implementing  the  process.  Time  delays  for  imple- 
menting the  bidding  process  were  assumed  to  reduce  the  savings  in 
1979  by  50  percent.  Full  savings  were  assumed  in  outyears.  It  should 
also  be  noted  that  the  program  is  only  authorized  through  1981. 

7.  Estimate  comparison :  None. 

8.  Previous  CBO  estimate :  None. 

9.  Estimate  prepared  by  John  Nelson. 

10.  Estimate  approved  by : 

C.  G.  Ntjckols, 

(By  James  L.  Blum,  Assistant  Director  for  Budget  Analysis) . 
Agency  Reports 

Agency  reports  were  requested  on  H.R.  6221,  a  similar  predecessor 
to  H.K.  10909,  on  April  18,  1977,  from  the  Office  of  Management  and 
Budget  and  the  Department  of  Health,  Education,  and  Welfare,  but 
to  date  no  reports  have  been  received. 

Section-by-Section  Analysis 

short  title;  table  or  contents 

Section  1  of  the  bill  consists  of  the  bill's  short  title  and  table  of  con- 
tents. The  short  title  of  the  bill  is  the  "Clinical  Laboratory  Improve- 
ment Act  of  1978". 

FINDINGS 

Section  2  of  the  bill  consists  of  Congressional  findings  as  follows : 

(1)  Clinical  laboratories  are  a  vital  element  of  health  care ; 

(2)  Health  Care  will  only  be  effective  and  of  high  quality  if  pro- 
cedures used  for  clinical  laboratory  testing  assure  accurate  and  reliable 
results ; 

(3)  It  is  essential  that  the  consumers  of  health  care  be  protected  by 
requiring  that  all  clinical  laboratories  comply  with  uniform  standards 
to  assure  acurate  and  reliable  testing ; 

(4)  Testing  in  laboratories  which  do  not  comply  with  such  stand- 
ards can  be  performed  at  less  expense,  resulting  in  unfair  competition 
with  laboratories  which  do  comply  with  such  standards ; 

(5)  Requiring  that  clinical  laboratories  in  interstate  commerce 
comply  with  such  standards  without  requiring  that  other  clinical 
laboratories  comply  with  them  will  discriminate  against  and  depress 
interstate  commerce  and  adversely  burden,  obstruct  and  affect  such 
commerce ; 
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(6)  All  clinical  laboratory  testing  is  either  in  interstate  commerce 
or  substantially  affects  such  commerce ;  and 

(7)  Consequently,  regulation  by  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  in  cope-ration  with  the  States  as  contemplated  by  this 
Act  is  appropriate  to  effectively  regulate  interstate  commerce. 

These  findings  emphasize  the  importance  of  accurate  and  reliable 
clinical  laboratory  testing,  emphasize  the  competitive  disparities 
which  would  exist  if  only  interstate  laboratories  were  regulated,  and 
indicate  Congress'  clear  intent  that  the  Commerce  Clause  be  used  to 
reach  intrastate  activities  that  affect  interstate  commerce.  See  United 
States  v.  Wrightwood  Dairy  Co.  315  U.S.  110  (1942) ,  Wickard  v.  Fil- 
burn,  317  U.S.  Ill  (1942)  and  Fry  v.  United  States,  421  U.S.  542 
(1975).  Thus,  Congress  is  invoking  its  authority  under  the  Commerce 
Clause  to  include  intrastate  activities  within  the  reach  of  Federal  reg- 
ulation because  the  activities  implicate  interstate  commerce.  See  gen- 
erally Heart  of  Atlanta  Motel  v.^United  States,  379,  U.S.  241,  249-258 
(1964). 

Title  I  of  the  bill  consists  of  Public  Health  Service  Act  Amendments 
and  Clinical  Laboratory  Studies. 

Section  101  of  the  bill  amends  part  H  of  title  III  of  the  Public 
Health  Service  Act  (hereinafter,  the  "Act")  to  entitle  such  Part 
"Clinical  Laboratories"  and  add  the  following  new  sections : 

DEFINITIONS 

New  section  370  of  the  act  consists  of  definitions  of  the  terms  "labora- 
tory" and  "clinical  laboratory"  and  the  term  "interstate  commerce". 

Under  this  section,  the  terms  "laboratory"  and  "clinical  laboratory" 
are  defined  as  any  facility  or  identifiable  part  of  a  facility  for  ex- 
amining materials  derived  from  the  human  body  for  the  purpose  of  di- 
agnosis, prevention  or  treatment  of  disease  or  for  assessing  human 
health.  The  definition  differs  from  existing  law  in  that  collection  sta- 
tions are  included  within  the  new  definition.  The  bill  specifically  ex- 
empts blood  banks  from  the  definition  of  "laboratory"  and  "clinical 
laboratory"  because  blood  banks  are,  in  the  opinion  of  the  committee, 
effectively  regulated  by  the  Food  and  Drug  Administration  under 
other  sections  of  the  Public  Health  Service  Act. 

The  committee  does  not  intend  that  the  definition  be  construed  as  in- 
cluding entities  engaged  in  the  manufacture,  processing  or  repair  of 
orthdontic  corrective  appliances,  prosthetic  dental  appliances,  ceramic 
or  plastic  teeth  encapments,  cast  metal  dental  appliances,  dental  inlays, 
dental  bridges,  similar  types  of  oral  restorations  not  involving  the  ex- 
amination or  treatment  of  human  tissue,  even  through  such  entities 
are  generally  referred  to  as  commercial  dental  laboratories. 

The  term  "interstate  commerce"  is  defined  to  mean  (1)  trade,  traffic, 
commerce,  transportation,  transmission  or  communication  between  any 
State  and  any  place  outside  such  State  or  (2)  within  the  District  of 
Columbia. 

NATIONAL  STANDARDS 

New  Section  371(a)  of  the  act  provides  that,  within  210  days  of  the 
date  of  enactment  of  the  proposed  legislation,  the  Secretary,  after  rea- 
sonable opportunity  for  consultation  with  professional  entities,  shall 
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publish  proposed  national  standards  for  clinical  laboratories.  Within 
one  year  after  such  date  of  enactment,  the  Secretary  is  required  to 
promulgate  the  standards  with  such  modifications  as  he  deems  appro- 
priate. These  standards  are  to  take  effect  upon  their  promulgation. 
The  standards  may  be  amended  by  the  Secretary. 

New  section  371(b)  of  the  act  provides  that  national  standards  be 
designed  to  asure  consistent  performance  by  clinical  laboratories  of 
accurate  and  reliable  laboratory  tests  and  other  procedures  and  services 
and  shall  (1)  require  laboratories  subject  to  the  standards  to  main- 
tain appropriate  quality  control  programs:  (2)  require  such  labora- 
tories to  maintain  such  records,  equipment  and  facilities  as  may  be 
necessary  for  the  proper  and  effective  operation  of  the  laboratories  ; 
(3)  require  satisfactory  performance  by  laboratories  on  periodic  pro- 
ficiency tests ;  (4)  prescribe  qualifications  for  directors  and  supervisory 
personnel  of,  and  technologists  employed  in,  such  laboratories  (which 
qualifications  may  not  be  limited  solely  to  educational  requirements, 
must  include  appropriate  combinations  of  education,  training,  ex- 
perience and  examination  requirements  and  must  be  designed  to  in- 
sure the  continued  competence  of  such  personnel)  ;  (5)  require  super- 
visory personnel  to  evaluate,  in  accordance  with  guidelines  prescribed 
by  the  Secretary,  the  proficiency  of  technicians  employed  in  such 
laboratories;  (6)  require  laboratories  to  provide  assurances  satisfac- 
tory to  the  Secretary  that  directors,  supervisory  personnel  and  tech- 
nologists, will  meet  applicable  personnel  qualification  requirements 
and  all  technologists  and  technicians  will,  where  appropriate,  perform 
their  duties  under  supervision  and  only  those  duties  for  which  they 
are  found  qualified,  either  under  personnel  qualifications  or  through 
their  evaluation  by  supervisory  personnel ;  and  (7)  includes  such  other 
requirements  as  the  Secretary  determines  necessary  to  assure  consis- 
tent performance  by  laboratories  of  accurate  and  reliable  services. 

The  term  "technologist"  is  defined  as  an  individual  employed  in  a 
laboratory  who  in  performing  services  is  required  to  exercise  indepen- 
dent judgment.  The  term  "technician"  is  defined  as  a  person  employed 
in  a  laboratory  who  is  not  required  to  exercise  independent  judgment 
in  such  employment. 

New  section  371  (c)  of  the  Act  provides  that  national  standards  may 
vary  on  the  basis  of  the  type  of  services  performed  by  laboratories  or 
the  purposes  for  which  they  are  performed. 

In  adopting  this  subsection,  the  committee  recognized  that  variances 
in  national  standards  are  appropriate,  depending  upon  the  type  of 
function  or  functions  to  be  performed  by  the  various  laboratories  in 
question.  Some  of  the  standards  appropriate  to  a  central  hospital  lab- 
oratory or  independent  laboratory  created  and  operated  to  perform  a 
variety  of  procedures  or  services  may  not  necessarily  be  appropriate 
to  single-  or  limited-function  laboratories  created  and  operated  to  per- 
form tests  in  conection  with  a  particular  kind  of  patient  care.  Exam- 
ples of  the  latter  types  of  laboratories  are  blood-gas  laboratories  and 
acute  intensive  care  laboratories,  normally  located  close  10  the  actual 
site  of  patient  care  and  normally  operated  by  a  licensed  physician  who 
may  also  be  the  medical  director  of  the  hospital's  unit  for  that  type 
of  care. 

New  Section  371  (d)  of  the  Act  provides  that  within  one  year  of  the 
date  of  enactment  of  the  proposed  legislation,  the  Secretary,  in  con- 
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sultaition  with  appropriate  professional  organizations,  shall  develop 
standards  for  proficiency  testing  of  clinical  laboratories  subject  to  na- 
tion standards.  These  proficiency  testing  standards  (1)  must  require 
testing  to  be  administered  at  least  annually ;  (2)  must  require  a  system 
of  on-site  testing  of  the  laboratory's  proficiency  in  the  examination  of 
specimens  which  system  shall  comply  with  the  procedural  safeguards 
for  inspections  prescribed  under  section  376(b)  ;  and  (3)  may  provide 
for  a  system  of  testing  under  which  the  laboratory  is  not  informed 
that  its  proficiency  is  being  tested  (which  system  is  commonly  referred 
to  as  "blind  proficiency  testing") . 

APPLICATION  OF  NATIONAL  STANDARDS 

New  section  372(a)  of  the  act  provides  that  national  standards  shall 
be  administered  and  enforced  by  the  Secretary  and  shall  (except  as 
noted  below  in  the  descriptions  of  subsections  (b) ,  (c) ,  and  (d) )  apply 
to  each  clinical  laboratory  engaged  in  business  in  interstate  commerce 
and  apply  to  any  other  clinical  laboratory  located  in  a  State  which 
does  not  have  primary  enforcement  responsibility  (described  below). 

New  section  372(b)  of  the  Act  requires  the  Secretary,  upon  request 
of  a  State  which  has  primary  enforcement  responsibility  for  the  regu- 
lation of  clinical  laboratories,  to  authorize  such  State  to  regulate  un- 
der the  standards  of  the  State,  laboratories  engaged  in  interstate  com- 
merce which  are  located  or  doing  at  least  10  percent  of  their  business 
within  the  State. 

New  section  372(c)  of  the  act  provides  that  except  as  provided  in 
section  103(a)  of  the  bill  (described  below  and  relating  to  the  study 
of  physician  office  laboratories) ,  national  standards  do  not  become  ap- 
plicable to  clinical  laboratories  not  engaged  in  interstate  commerce 
until  2  years  following  the  date  that  such  standards  take  effect.  In 
addition,  it  provides  that  during  the  2-year  period  beginning  on  the 
date  that  national  standards  are  first  made  applicable  to  laboratories 
(which  date  would  be,  in  the  case  of  interstate  laboratories,  the  date  on 
which  standards  take  effect  and,  in  the  case  of  intrastate  laboratories, 
2  years  after  such  date  unless  such  laboratory  is  subject  to  section 
103(a)  (2)  of  the  bill)  the  provisions  of  standards  prescribing  quali- 
fications for  supervisory  personnel  or  for  technologists  (or  both)  shall 
not  apply  to  a  laboratory  which  (1)  the  Secretary  determines  is  lo- 
cated in  a  rural  area  in  which  individuals  with  such  qualifications  are 
not  available,  (2)  performs  services  solely  for  hospitals  and  health 
personnel  located  within  the  rural  area,  (3)  provides  the  Secretary 
satisfactory  assurances  that  it  will  take  such  actions  as  may  be  neces- 
sary to  train  individuals  to  meet  such  qualifications  or  to  employ  in- 
dividuals with  such  qualifications. 

The  committee  has  adopted  this  provision  in  the  recognition  that 
rural  hospital  laboratories  have  special  needs.  The  committee  is  aware 
of  the  inability  of  some  rural  hospitals  to  attract  personnel  with  formal 
educational  qualifications  and  believes  that  this  provision,  coupled 
with  the  requirement  of  section  371(b)  (1)  (D)  (ii)  that  personnel 
qualifications  must  include  appropriate  combinations  of  education, 
training,  experience,  and  examination  requirements,  will  accommo- 
date the  special  needs  of  rural  areas  with  respect  to  personnel  qualifi- 
cations. There  may  well  be  other  special  needs  of  rural  areas  that 
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should  be  met  by  flexible  regulations.  If  this  is  the  case,  then,  consis- 
tent with  accuracy  and  reliability  of  test  results,  such  needs  should  be 
addressed  by  the  Secretary. 

Further,  this  subsection  exempts  clinical  laboratories  located  in  the 
office  of  a  licensed  physician,  dentist,  or  podiatrist,  or  a  group  of  such 
practitioners,  and  in  which  the  only  services  which  are  performed  are 
services  performed  by  a  practitioner  in  conjunction  with  the  treatment 
of  his  patients,  from  the  application  of  national  standards. 

In  addition,  except  as  provided  under  section  103  of  the  proposed 
legislation,  the  national  standards  for  clinical  laboratories  do  not  ap- 
ply to  any  clinical  laboratory  (1)  which  is  ]ocated  in  the  office  of  or 
supervised  by  a  licensed  physician,  dentist  or  podiatrist,  or  group  of 
not  more  than  five  such  practitioners,  (2)  in  which  the  only  services 
which  are  performed  are  in  connection  with  the  treatment  of  the  pa- 
tients of  such  practitioner  (or  group),  or  in  connection  with  services 
provided  for  such  patients  by  a  physician's  assistant  or  nurse  practi- 
tioner under  the  supervision  of  such  practitioner  or  group,  and  (3) 
which  is  a  participant  in  a  proficiency  testing  program  approved  by 
the  Secretary  if  such  participation  is  required  under  section  103(b)  of 
such  act. 

Many  of  the  practitioners  whose  clinical  laboratories  will  be  eligible 
for  exemption  under  this  subsection  practice,  consistent  with  their  re- 
spective State  laws,  with  nurse  practitioners  and  physician  assistants. 
Often  these  nurse  practitioners  and  physician  assistants  are  in  differ- 
ent geographical  locations  from  the  practitioners  in  order  that  they 
can  serve  patients  who  otherwise  would  not  have  easy  access  to  prac- 
titioners. Because  the  committee  is  supportive  of  these  relatively  new 
professional  relationships,  it  expanded  the  so-called  physician  office 
exemption  to  include  clinical  laboratories  which  are  not  in  the  office 
of  practitioners  but  are  at  the  separate  location  of  the  nurse  practi- 
tioners or  physician  assistants  who  are  being  supervised  by  the  practi- 
tioners. The  only  laboratory  tests  which  are  performed  in  these  clini- 
cal laboratories  are  laboratory  tests  performed  for  patients  who  are 
being  treated  by  the  nurse  practitiones  or  physician  assistants. 

The  committee  is  concerned,  however,  that  this  exemption  not  be 
misused.  The  committee  intends  that  the  Secretary  develop  a  mecha- 
nism by  which  assurances  can  be  gained  that  such  a  clinical  laboratory, 
which  is  located  outside  the  office  of  practitioners,  is  used  only  to  per- 
form laboratory  tests  in  connection  with  the  treatment  of  patients  of 
practitioners  and  their  nurse  practitioners  or  physician  assistants,  and 
that  the  practitioners  exercise  reasonable  supervisory  responsibility, 
even  though  not  on-site  at  all  times.  The  committee  notes  that  the  Sec- 
retary now  has  continuing  relationships  with  some  providers  whose 
clinical  laboratories  will  be  eligible  for  this  exemption.  If,  as  with 
rural  health  clinics  which  are  certified  by  the  Secretary  for  participa- 
tion in  titles  XVIII  and  XIX,  there  is  a  certification  process  in  exist- 
ence, the  Secretary  should  use  such  process  as  a  mechanism  to  gain  as- 
surances that  the  exemption  is  properly  applied. 

Further,  under  this  subsection,  the  Secretary  is  required,  upon  ap- 
plication, to  exempt  from  national  standards,  on  such  terms  as  may 
be  appropriate,  any  laboratory  in  which  the  only  services  which  are 
performed  are  services  for  biomedical  and  behavorial  research.  This 
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provision  was  adopted  by  the  committee  in  order  to  avoid  a  negative 
impact  on  the  development  and  expansion  of  innovative  techniques 
and  laboratory  technology.  It  is  not  the  committee's  intent  to  restrain 
or  inhibit  clinical  research  or  the  transfer  of  basic  research  findings 
to  clinical  application.  The  committee  understands  that  there  are 
unique  situations  where  clinical  research  and  clinical  care  are  per- 
formed by  the  same  laboratory.  Often  a  comparison  needs  to  be  made 
of  an  existing  technique  with  a  new  research  technique  so  as  to  vali- 
date the  new  against  the  old.  Eventually  these  procedures  are  trans- 
ferred to  a  clinical  laboratory  and  become  routine  procedures.  The 
commit ee  also  is  aware  that  there  are  unusual  diagnostic  tests  that  are 
conducted  by  research  laboratories  because  only  they  have  the  ex- 
pertise to  do  so.  These  tests  provide  valuable  medical  care  but  are  per- 
formed almost  exclusively  in  research  laboratories.  So  as  not  to  re- 
strict research  laboratories  from  conducting  these  tests,  the  commit- 
tee expects  the  Secretary  to  take  these  situations  into  account  when 
setting  standards  for  laboratories.  However,  in  doing  so,  effective  pro- 
tection for  patients  and  quality  control  should  be  provided  and 
insured. 

Finally,  this  subsection  provides  that  except  as  provided  under  sec- 
tion 104(b)  (2)  of  the  proposed  legislation  (described  below  and  relat- 
ing to  a  study  and  report  on  highly  specialized  clinical  laboratories) 
the  national  standards  do  not  apply  to  highly  specialized  clinical  lab- 
oratories engaged  exclusively  in  the  assessment  of  cardiac  or  pul- 
monary functions. 

Xew  section  372(d)  of  the  act  governs  the  applicability  of  national 
standards  to  Federal  clinical  laboratories.  It  provides  that  clinical  lab- 
oratories under  the  jurisdiction  of  the  Secretary  and  any  other  Federal 
clinical  laboratories  shall  be  subject  to  national  standards  unless  (1) 
the  laboratory  is  under  the  jurisdiction  of  the  armed  forces  of  the 
United  States  or  the  Administrator  of  Veterans*  Affairs,  or  (2)  the 
agency  which  has  jurisdiction  over  the  laboratory  has  in  effect  stand- 
ards for  the  laboratory  which  are  no  less  stringent  than  the  national 
standards.  It  provides  that  the  Secretary  shall  bring  national  stand- 
ards to  the  attention  of  the  Secretary  of  each  military  department  and 
the  Administration  of  Veterans'  Affairs  so  that  such  standards  may  be 
considered  and  applied  as  appropriate  by  such  persons  to  laboratories 
under  their  jurisdiction. 

Xew  section  372(e)  of  the  act  prohibits  a  State  or  political  subdivi- 
sion from  adopting  or  continuing  in  effect  requirements  (other  than 
personnel  licensing  requirements  and  requirements  applicable  to  lab- 
oratories under  a  certificate  of  need  program)  which  are  applicable  to 
clinical  laboratories  and  different  from  national  standards  unless  the 
State  has  primary  enforcement  responsibility  (described  below). 

Xewsection  372(f)  of  the  act  provides  that  any  clinical  laboratory 
which  is  engaged  in  business  in  interstate  commerce  shall,  during  the 
period  beginning  on  the  date  of  the  enactment  of  the  proposed  legis- 
lation and  ending  on  the  date  such  laboratory  is  required  to  have  in 
effect  a  license  issued  under  the  provisions  of  the  new  legislation,  com- 
ply with  licensing  requirements  in  effect  under  section  353  of  the  Pub- 
lic Health  Service  Act  before  such  date  of  enactment. 
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LICENSES 

New  section  373(a)  of  the  Act  requires  the  Secretary  to  establish 
a  system  for  the  licensure  of  clinical  laboratories  subject  to  national 
•standards.  It  provides  that  a  license  is  to  specify  the  categories  of 
tests  and  procedures  which  a  laboratory  may  perform  and  is  to  be 
valid  for  such  period  as  the  Secretary  may  prescribe,  but  not  in  excess 
of  36  months.  It  authorizes  the  Secretary  to  require  a  fee  for  the 
issuance  or  renewal  of  a  license,  but  in  an  amount  not  to  exceed  $500. 
Such  fees  may  vary  based  by  the  volume  of  tests  or  procedures  per- 
formed by  clinical  laboratories.  Obviously,  for  example,  fees  for  col- 
lection stations  should  be  less  than  those  for  laboratories  that  provide 
a  comprehensive  range  of  services. 

New  section  373(b)  of  the  act  requires  that  the  system  for  licensure 
of  clinical  laboratories  established  by  the  Secretary  must  include  the 
following  conditions  to  the  issuance  or  renewal  of  the  license :  (1)  sub- 
mission of  an  application,  (2)  a  determination  that  the  applicant 
meets  national  standards,  and  (3)  submission  by  the  applicant  to  the 
Secretary  and  to  the  health  systems  agencies  serving  the  area  in  which 
the  applicant  is  located  of  a  schedule  of  fees  the  applicant  charges  for 
laboratory  services  and  such  information  as  may  be  necessary  to  dis- 
close any  contractual  relationships  in  effect  between  the  applicant  and 
physicians  and  other  health  professionals  respecting  the  laboratory's 
services  and  the  terms  of  any  contracts  between  the  applicant  and 
such  person.  It  provides  that  a  health  system  agency  may  not  disclose 
the  identity  of  any  person  for  whom  an  applicant  for  a  license  per- 
formed services  except  in  response  to  a  request  of  an  officer  or  em- 
ployee of  the  United  States  or  of  a  State  in  conjunction  with  the 
enforcement  of  Part  H  of  the  Public  Health  Service  Act  or  of  Fed- 
eral or  State  criminal  law.  Further,  a  health  system  agency  is  not 
authorized  to  disclose  any  contractual  relationships  except  (1)  con- 
tractual relationships  between  the  applicant  and  any  physician  for 
the  performance  of  services  if  the  applicant  receives  compensation 
under  titles  XVIII  or  XIX  of  the  Social  Security  Act  and  (2)  con- 
tractual relationships  in  response  to  a  request  of  an  officer  or  employee 
of  the  United  States  or  state  in  connection  with  enforcement  of  Part 
H  of  the  Public  Health  Service  Act  or  a  Federal  or  state  criminal 
law. 

New  section  373(c)  of  the  Act  contains  provisions  with  respect  to 
the  suspension  and  revocation  of  licenses,  and  eligibility  to  apply  for 
a  license. 

First,  it  provides  that  if  the  Secretary  finds,  after  notice  and  oppor- 
tunity for  hearing,  that  (1)  a  laboratory  is  not  in  compliance  with 
national  standards  or  (2)  the  owner  or  operator  of  the  laboratory  has 
failed  to  comply  with  reasonable  requests  of  the  Secretary  for  infor- 
mation or  material  necessary  to  determine  the  laboratory's  continued 
eligibility  for  its  license  or  continued  compliance  with  national  stand- 
ards or  (3)  the  owner  or  operator  has  refused  a  request  of  the  Secre- 
tary or  other  Federal  officer  or  employee  designated  by  the  'Secretary 
for  permission  to  inspect  the  laboratory  and  its  operations  and  perti- 
nent records  at  any  reasonable  time,  the  Secretary  may  suspend  the 
laboratory's  license  until  the  owner  or  operator  demonstrates  that  the 
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laboratory  is  in  compliance  with  national  standards  or  that  such  tests 
will  be  complied  with,  as  the  case  may  be. 

Second,  this  subsection  provides  that  if  the  Secretary  finds,  after 
reasonable  notice  and  opportunity  for  hearing,  that  the  owner  or 
operator  of  a  clinical  laboratory  (1)  has  been  guilty  of  misrepresent- 
ation in  obtaining  a  license,  (2)  has  engaged  or  attempted  to  engage 
in,  or  represented  himself  as  entitled  to  perform,  laboratory  tests  or 
procedures  not  authorized  by  the  license,  (3)  has  engaged  in  a  billing 
practice  under  which  charges  for  laboratory  services  fo  a  patient 
whose  behalf  reimbursement  for  such  charges  is  provided  under  a  pro- 
gram receiving  Federal  financial  assistance  are  made  at  a  higher  rate1 
than  charges  for  such  services  provided  a  patient  for  whom  such  reim- 
bursement is  not  made,  (4)  has  offered,  paid,  solicited  or  received  any 
kickback  or  bribe  in  the  form  of  money  or  any  other  thing  of  value 
in  connection  with  the  provision  or  clinical  laboratory  services  or  (5) 
has  engaged  in  any  false,  fictitious  or  fraudulent  billing  practice  for 
the  purpose  of  obtaining  payment  under  any  program  the  funds  for 
which  are  provided  in  whole  or  part  by  the  United  States,  the  Secre- 
tary may  revoke  the  license  for  the  remainder  of  its  term  or  make  the 
owner  or  operator  ineligible  to  apply  for  a  license  for  a  period  not 
to  exceed  2  years,  or  take  both  such  actions.  Differences  in  adminis- 
trative costs  related  to  receiving  reimbursement  for  the  provision  of 
services  are  not  to  be  considered  in  determining  whether  the  owner 
or  operator  has  engaged  in  a  discriminatory  billing  practice. 

New  section  373(d)  of  the  act  requires  that  any  person  who  is 
convicted  under  the  provisions  of  section  375  of  the  Public  Health 
Service  Act  as  added  by  this  bill  (relating  to  operating  a  clinical 
laboratory  without  a  proper  license)  or  convicted  under  section  1877 
(b)  or  1909(b)  of  the  Social  Security  Act  (the  "anti-fraud"  provi- 
sions of  the  Medicare  and  Medicaid  laws)  shall  not  be  eligible  to 
apply  for  a  license  for  a  clinical  laboratory  during  the  ten-year  pe- 
riod begimiing  on  the  date  that  such  person's  conviction  became  final 
and  further  requires  that  the  license  for  the  laboratory  involved  in 
the  violation  shall  be  revoked. 

New  section  373(e)  of  the  act  relates  to  judicial  review  of  final  ac- 
tion taken  with  respect  to  revocation  or  suspension  of,  or  ineligibility 
to  apply  for,  a  license.  It  authorizes  a  person  aggrieved  by  such  ac- 
tion to  file  a  petition  for  judicial  review  of  the  action  in  the  United 
States  Court  of  Appeals  for  the  circuit  where  the  person  resides  or  has 
his  principal  place  of  business  at  any  time  within  60  days  after  the 
date  of  the  action.  It  requires  that  a  copy  of  such  petition  be  trans- 
mitted by  the  clerk  of  the  court  to  the  Secretary  or  to  the  officer  desig- 
nated by  the  Secretary  for  such  purposes.  Upon  receipt  of  the  petition, 
the  Secretary  is  required  to  file  in  the  court  the  record  upon  which 
his  action  was  based,  as  provided  in  section  2112  of  title  28,  United 
States  Code  (relating  to  the  filing  and  contents  of  Federal  agency 
records  to  be  reviewed  in  courts  of  appeals).  It  provides  that  if  the 
petitioner  applies  to  the  court  for  leave  to  adduce  additional  evidence 
and  shows  to  the  satisfaction  of  the  court  that  such  evidence  is  mate- 
rial and  that  there  were  reasonable  grounds  for  failure  to  adduce  the 
evidence  in  the  proceeding  before  the  Secretarjr,  the  court  may  order 
such  additional  evidence,  as  well  as  evidence  in  rebuttal  of  the  adcli- 
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tional  evidence,  to  be  taken  before  the  Secretary  and  to  be  adduced 
upon  the  hearing.  The  Secretary  is  authorized  to  modify  his  findings 
as  to  the  facts  or  make  new  findings  by  reason  of  such  additional 
evidence  and  file  such  modified  or  new  findings  and  any  recommenda- 
tions for  the  modification  or  setting  aside  of  his  original  action  with 
the  return  of  the  additional  evidence.  Further,  this  subsection  requires 
that  upon  the  filing  of  the  petition  for  review,  the  court  of  appeals 
shall  have  jurisdiction  to  affirm  the  action  or  to  set  it  aside  in  whole 
or  in  part,  temporarily  or  permanently.  It  requires  that  the  findings 
of  the  Secretary  as  to  the  facts,  if  supported  by  substantial  evidence, 
shall  be  conclusive. 

PRIMARY  ENFORCEMENT  RESPONSIBILITY 

Xew  section  374(a)  of  the  act  provides  the  State  has  primary 
-enforcement  responsibility  during  any  period  for  which  the  Secre- 
tary determines,  pursuant  to  regulations,  that  the  State  (1)  has 
adopted  (a)  standards  applicable  to  clinical  laboratories  which  are  no 
less  stringent  than  national  standards  and  (b)  a  system  for  the  licen- 
sure of  laboratories  which  meets  the  requirements  set  forth  below  with 
respect  to  primary  enforcement  responsibility  and  which  includes 
provisions  respecting  submissions  of  information  to  health  systems 
agencies  for  the  health  service  area  in  which  applicants  are  located 
or  doino-  at  least  ten  percent  of  their  business  which  provisions  are  no 
less  stringent  than  the  licensing  provisions  set  forth  elsewhere  in  this 
legislation,  and  includes  provisions  respecting  the  suspension,  revo- 
cation, and  eligibility  for  licenses  which  are  no  less  stringent  than 
provisions  set  forth  in  the  bill  with  respect  to  laboratories  subject  to 
national  standards;  (2)  is  able  to  enforce  such  State's  standards; 
(3)  will  keep  such  records  'and  reports  with  respect  to  licensing  and 
enforcement  as  the  Secretary  may  require  by  regulation;  (4)  if  it 
permits  exemptions  from  requirements,  permits  exemptions  under 
conditions  and  in  a  manner  no  less  stringent  than  those  applicable  in 
instances  in  which  a  laboratory  is  subject  to  national  standards;  (5) 
has  adopted  and  can  implement  adequate  procedures  for  control  of 
health  hazards  resulting  from  clinical  laboratories ;  (6)  has  designated 
a  single  agency  to  enforce  its  standards  and  administer  its  licensure 
system;  and  (7)  will  coordinate  with  other  States  in  order  to  avoid 
duplicative  requirements. 

Xew  section  374(b)  of  the  act  provides  that,  for  the  purpose  of 
primary  enforcement  responsibility,  a  State  system  for  the  licensure 
of  clinical  laboratories  (1)  shall  prescribe  that  licenses  shall  be  valid 
for  a  period  not  in  excess  of  36  months  and  may  require  a  fee  for  the 
issuance  or  renewal  of  a  license  in  an  amount  not  in  excess  of  $500, 
(2)  may  provide  for  variances  in  such  fees  based  upon  volume  of  tests 
or  procedures,  and  (3)  must  provide  that  licenses  issued  for  clinical 
laboratories  shall  specify  the  categories  of  tests  and  procedures  which 
the  laboratory  is  authorized  to  perform. 

Xew  section  374(c)  of  the  Act  provides  that  clinical  laboratories 
subject  to  regulation  by  a  State  which  has  primary  enforcement 
responsibilities  are  all  clinical  laboratories  located  within  the  State 
which  are  not  engaged  in  business  in  interstate  commerce  other  than 
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certain  Federal  clinical  laboratories  which  are  exempt  pursuant  to 
the  provisions  of  subsection  372(d),  and,  if  authorized  under  the 
provisions  of  section  372(b),  interstate  laboratories  located  or  doing 
business  within  the  State  (except  laboratories  exempt  under  section 
372(d). 

New  section  374(d)  of  the  act  provides  that  the  Secretary  shall, 
within  one  year  of  the  date  of  enactment  of  the  bill,  propose  regula- 
tions which  prescribe  the  manner  in  which  a  State  may  apply  to  the 
Secretary  for  determination  that  the  requirements  relating  to  primary 
enforcement  responsibility  are  satisfied,  the  manner  in  which  the 
determination  shall  be  made,  the  period  for  which  the  determination 
shall  be  effective,  and  the  maimer  in  which  the  Secretary  may  deter- 
mine that  such  requirements  are  no  longer  met.  It  requires  the  Secre- 
tary, at  least  every  two  years,  to  review  the  clinical  laboratory  regu- 
latory activities  of  a  State  with  primary  enforcement  responsibility 
to  determine  if  the  State  continues  to  meet  such  requirements.  It  pro- 
vides that  such  regulations  require  that,  before  any  determination  of 
the  Secretary  that  a  State  does  not  have  or  no  longer  has  primary  en- 
forcement responsibility  becomes  effective,  the  Secretary  must  notify 
the  State  of  the  determination  and  the  reasons  therefor,  provide  an 
opportunity  for  a  public  hearing  on  such  determination,  and,  in  the 
case  of  a  determination  that  the  requirements  are  no  longer  being  met 
by  a  State,  prescribe  the  period  in  which  the  State  must  comply  with 
the  requirements  in  order  to  retain  its  primary  enforcement  responsi- 
bility. Regulations  with  respect  to  primary  enforcement  responsibility 
must  be  promulgated  within  90  days  of  their  publication  in  the  Fed- 
eral Register.  Following  their  promulgation,  the  Secretary  is  required 
to  promptly  notify  in  writing  the  chief  executive  officer  of  each  State. 
The  notification  must  contain  a  copy  of  the  regulations  as  well  as 
specify  a  State's  authority  when  it  is  determined  to  have  primary 
enforcement  responsibility.  Finally,  this  subsection  requires  that 
within  90  days  of  the  date  on  which  an  application  for  a  determina- 
tion as  to  whether  a  State  has  primary  enforcement  responsibility  has 
been  submitted,  the  Secretary  is  required  to  make  such  determination 
or  deny  the  application  and  notify  the  applicant  in  writing  of  the 
reasons  for  the  denial. 

TROHIIBITED  ACTS 

Xew  section  375(a)  of  the  act  prescribes  prohibited  acts  with  re- 
spect to  clinical  laboratories  and  penalties  for  performing  such  acts. 
This  subsection  provides  that  any  person  who  solicits  or  accepts,  di- 
rectly or  indirectly,  any  specimen  for  a  laboratory  test  or  other  proce- 
dure bv  a  laboratory  which  is  required  to  be  licensed  by  the  Secretary 
and  which  does  not  have  such  a  license  in  effect  or  which  is  not  au- 
thorized by  its  license  to  perform  such  test  or  procedure,  shall  be  fined 
not  more  than  S10.000  or  imprisoned  for  not  more  than  one  year,  or 
both. 

Xew  section  375(b)  of  the  act  prohibits  clinical  laboratories  re- 
quired to  have  in  effect  a  license  issued  by  the  Secretary  or  by  a  State 
with  primary  enforcement  responsibility  which  do  not  have  such  a 
license  from  receiving  a  grant,  contract  or  other  form  of  financial  as- 
sistance under  the  Public  Health  Service  Act  or  charge  or  collect  for 
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laboratory  services  for  an  entity  which  received  a  grant,  contract  or 
other  form  of  assistance  under  the  Public  Health  Service  Act.  In 
addition,  the  charges  of  such  a  laboratory  may  not  be  included  in 
determining  Federal  payments  under  title  XVIII  of  XIX  of  the 
Social  Security  Act. 

ENFORCEMENT 

New  section  376(a)  of  the  act  provides  authority  to  the  Secretary 
in  connection  with  enjoining  activities  of  clinical  laboratories.  It  au- 
thorizes the  Secretary,  when  he  has  reason  to  believe  that  continuation 
of  any  activity  by  a  clinical  laboratory  required  to  be  licensed  by  him 
would  constitute  a  significant  hazard  to  the  public  health,  to  bring 
suit  in  the  United  States  district  court  of  the  district  in  which  the  lab- 
oratory is  situated  to  enjoin  continuation  of  the  activity  and  requires 
the  court,  upon  proper  showing,  to  issue  a  temporary  injunction  or 
temporary  restraining  order  against  continuation  of  such  activity, 
without  bond,  pending  issuance  of  a  final  order. 

New  section  376(b)  of  the  act  provides  inspection  authority  for 
purposes  of  enforcement  of  the  proposed  legislation.  It  authorizes 
individuals  designated  by  the  Secretary  to  enter  and  inspect  any  clini- 
cal laboratory  subject  to  national  standards.  A  separate  notice  is  to  be 
given  for  each  inspection,  but  not  each  entry  made  during  an  inspec- 
tion. Any  inspection  is  to  be  made  during  the  normal  business  hours 
of  the  laboratory  being  inspected  and  the  inspection  may  extend  only 
to  pertinent  equipment,  materials,  containers,  records,  files,  papers 
(including  financial  data,  sales  data  and  pricing  data)  processes,  con- 
trols, facilities  and  all  other  things  in  a  laboratory  bearing  upon 
whether  it  is  being  operated  in  compliance  with  national  standards. 
Upon  completion  of  any  inspection  and  prior  to  leaving  the  premises, 
the  inspector  is  required  to  give  to  the  owner,  operator  or  agent  in 
charge  a  preliminary  report  which  summarizes  any  conditions  or  prac- 
tices observed  which  in  the  judgment  of  the  inspector  indicate  a  vio- 
lation of  national  standards.  The  inspector  must  also  prepare  a 
written  final  report  of  his  findings  and  send  it  to  the  owner,  operator 
or  agent  within  30  days  of  completion  of  the  inspection.  No  individ- 
ual designated  to  enter  a  laboratory  and  conduct  an  inspection  shall 
be  required  to  obtain  a  search  warrant  prior  to  entering  the  laboratory 
and  conducting  any  inspection  which  is  authorized  by  the  subsection. 
Finally,  this  subsection  provides  that  for  the  purpose  of  determining 
whether  States  with  primary  enforcement  responsibility  continue  to 
meet  requirements  for  primary  enforcement  responsibility,  the  Secre- 
tary may  designate  individuals  to  conduct  inspections  of  laboratories 
not  subject  to  national  standards  to  determine  if  they  are  in  compli- 
ance with  applicable  State  standards.  Each  such  inspection  is  to  be 
carried  out  in  accordance  with  the  limitations  with  respect  to  notice, 
hours,  and  things  that  may  be  inspected  described  above. 

The  committee  has  carefully  crafted  this  provision  to  insure  that 
it  does  not  depart  from  Fourth  amendment  protections  against  un- 
reasonable searches.  C  dinar  a  v.  Municipal  Court,  387  U.S.  523  (1967) 
and  See  v.  City  of  Seattle,  387  U.S.  541  (1967)  and  subsequent  cases 
have  provided  clear  instructions  to  the  Congress  as  to  how  to  design 
a  Federal  warrantless  inspection  statute  that  accomplishes  its  purposes 
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as  a  crucial  part  of  an  effective  regulatory  mechanism  without  in- 
truding on  Fourth  Amendment  protections.  See  Colonnade  Corp.  v. 
United  States,  397  U.S.  72  (1970),  United  States  v.  BisweU,  406  U.S. 
311  (1972)  and  AMeida- Sanchez  v.  U.S.,  413  U.S.  266  (1973).  From 
these  cases  can  be  culled  four  considerations  utilized  by  the  Supreme 
Court  in  determining  whether  an  administrative  inspection  author- 
ized by  Federal  statute  is  constitutional : 

(1)  Was  it  preceded  by  adequate  notice  to  the  person  in  oliarge 
as  to  the  identity  of  the  persons  conducting  the  inspection  and  the 
legal  basis  for  the  action  ? 

(2)  Was  the  inspection  carefully  limited  in  time,  place  and  scope? 

(3)  Was  the  inspection  of  central  importance  to  a  valid  Federal 
purpose  ? 

(4)  Is  there  a  long  history  of  regulation  of  the  inspected  industry? 
Clearly,  the  inspection  authority  meets  all  four  tests  of  Colonnade, 

Bisicell,  and  Almeida- Sanchez.  First,  inspectors  are  authorized  to 
enter  and  inspect  laboratories  only  after  presenting  appropriate 
credentials  and  a  written  notice  to  the  person  in  charge  of  the  labora- 
tory and  clearly  informing  such  person  of  the  authority  to  inspect. 
Second,  inspections  may  only  be  made  during  normal  business  hours 
of  the  laboratory  and  may  extend  only  to  relevant  things  bearing  on 
whether  the  laboratory  is  being  operated  in  compliance  with  national 
standards.  Further,  upon  completion  of  the  inspection,  the  inspector 
is  to  provide  a  preliminary  report  summarizing  indications  of  viola- 
tions, and,  within  30  days  of  the  completion  of  the  inspection,  a 
written  final  report  of  the  findings  is  to  be  prepared  and  sent  to  the 
person  in  charge  of  the  laboratory.  Third,  it  is  obvious  that  absent 
inspection,  it  would  be  impossible  to  determine  whether  the  national 
standards  truly  were  being  met. 

Finally,  the  past  history  of  regulation  of  clinical  laboratories  is 
extensive  indeed.  Since  1967  those  clinical  laboratories  dealing  in 
interstate  commerce  have  been  federally  regidated  under  the  Clinical 
Laboratory  Improvement  Act  of  1967.  All  laboratories  whose  services 
are  included  under  Medicare  or  Medicaid  charges  are  subject  to  regu- 
lation under  Titles  XVIII  and  XIX  of  the  Social  Security  Act. 
In  addition,  over  half  the  States  in  the  Nation  have  licensing  or  regis- 
tration requirements  pertaining  to  clinical  laboratories,  which  have 
existed  in  certain  States  since  the  early  1950's.  This  history  of  licensing 
and  regulations  clearly  renders  the  clinical  laboratory  industry  an 
appropriate  one  for  applying  the  warrant  exception  to  the  Fourth 
Amendment. 

New  section  376(c)  of  the  act  relates  to  protection  of  employees 
of  clinical  laboratories.  This  subsection  provides  that  no  employer 
may  discharge  or  otherwise  discriminate  against  any  employee  with 
respect  to  compensation  or  the  terms,  conditions  or  privileges  of  em- 
ployment because  the  employee  or  a  person  acting  pursuant  to  the 
request  of  the  employee  has  (i)  commenced  or  caused  to  be  commenced 
a  proceeding  under  new  section  373(c),  375(a)  or  376(a)  of  the  Act 
or  a  proceeding  by  a  state  in  carrying  out  its  primary  enforcement  re- 
sponsibility;  (2)  testified,  or  is  about  to  testify,  in  any  such  proceed- 
ing; or  (3)  assisted  or  participated,  or  is  about  to  assist  or  participate, 
in  such  proceeding  or  in  any  other  action  to  carry  out  the  purpose  of 
new  part  H  of  the  Act. 

H.  Kept.  1004,  £5-2.  pt.  1  6 
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Further,  the  subsection  provides  that  any  employee  who  believes 
that  he  has  been  discharged  or  otherwise  discriminated  against  by 
a  person  in  violation  of  the  provisions  outlined  above  may,  within 
30  days  after  the  alleged  violation  occurs,  file  a  complaint  with  the 
Secretary  of  Labor  (hereinafter,  in  the  description  of  this  subsection 
only,  referred  to  as  the  "Secretary")  alleging  such  discharge  or  dis- 
crimination and  further  provides  that,  upon  receipt  of  such  complaint, 
the  Secretary  shall  notify  the  person  named  in  the  complaint  of  its 
filing.  Upon  receipt  of  such  a  complaint,  the  Secretary  is  required 
to  conduct  an  investigation  of  the  violations  alleged  and,  within  30 
days  of  receipt  of  the  complaint  complete  the  investigation  and  notify 
the  complainant  in  writing,  as  well  as  the  person  alleged  to  have  com- 
mitted the  violation,  of  the  results  of  the  investigation.  Within  90 
days  of  receipt  of  the  complaint,  unless  the  proceeding  has  been  ter- 
minated by  the  Secretary  because  of  a  settlement  entered  into  by  the 
Secretary  and  the  person  alleged  to  have  committed  the  violation,  the 
Secretary  is  required  to  issue  an  order,  made  on  the  record  and  after 
opportunity  for  hearing,  which  either  provides  relief  or  denies  the 
complaint.  A  settlement  terminating  a  proceeding  may  not  be  entered 
into  by  the  Secretary  without  the  participation  and  consent  of  the 
complainant. 

If  the  Secretary  determines  that  a  violation  of  this  subsection  has 
occurred,  he  must:  (1)  require  the  person  who  committed  the  viola- 
tion to  take  affirmative  action  to  abate  the  violation,  (2)  require  such 
person  to  reinstate  the  complainant  to  his  former  position  together 
with  the  compensation  and  terms,  conditions  and  privileges  of  the 
complainant's  employment  (including  back  pay),  and  (3)  order  the 
award  of  compensatory  damages.  If  such  an  order  is  issued,  the  Secre- 
tary, at  the  request  of  the  complainant,  shall  assess  against  the  person 
against  whom  the  order  is  issued  a  sum  equal  to  the  amount  of  all 
costs  and  expenses  reasonably  incurred  by  the  complainant  for  or  in 
connection  with  the  bringing  of  the  complaint. 

The  subsection  provides  for  judicial  review  of  any  order  described 
above.  Judicial  review  is  to  be  obtained  in  the  United  States  court  of 
appeals  for  the  circuit  in  which  the  violation  allegedly  occurred.  The 
petition  for  review  must  be  filed  within  60  days  from  the  issuance  of 
the  order  of  the  Secretary  and  review  is  to  be  under  the  conditions  of 
chanter  7  of  title  5  of  the  United  States  Code  (applicable  provisions 
of  the  Administrative  Procedure  Act).  Any  order  of  the  Secretary 
with  respect  to  which  review  may  be  obtained  under  these  provisions 
shall  not  be  subject  to  judicial  review  in  any  criminal  or  other  civil 
proceeding. 

Further,  this  subsection  provides  that  whenever  a  person  has  failed 
to  comply  with  an  order  issued  by  the  Secretary  of  Labor,  the  Secretary 
shall  file  a  civil  action  in  United  States  district  court  for  the  district 
in  which  the  violation  was  found  to  occur  in  order  to  enforce  the  order. 
In  such  actions,  the  district  courts  shall  have  jurisdiction  to  grant 
appropriate  relief  including  injunctive  relief  and  compensatory  and 
exemnlarv  damages.  Such  actions  must  be  heard  and  decided  expedi- 
tiouslv.  Further,  this  subsection  provides  that  any  non-discretionary 
duty  imposed  by  this  subsection  is  enforceable  in  mandamus  proceed- 
ings brought  under  section  1361  of  title  28,  United  States  Code  (relat- 
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ing  to  actions  to  compel  officers  of  the  United  States  to  perform  their 
duties). 

Finally,  this  subsection  provides  that  its  terms  are  not  applicable 
with  respect  to  any  employee  who,  acting  without  direction  from  his 
employer  (or  any  agent  of  the  employer)  deliberately  causes  a  viola- 
tion of  any  requirement  of  new  Part  H  of  the  Act  or  a  requirement  of 
a  State  with  primary  enforcement  responsibility. 

AGREEMENTS  AXD  ASSISTANCE 

Xew  section  377(a)  of  the  act  authorizes  the  Secretary  and  any 
State  which  has  primary  enforcement  responsibility  to  enter  into 
agreements  with  qualified,  public  or  non-profit  private  entities  which 
have  adopted  laboratory  standards  at  least  as  stringent  as  those  in  ef- 
fect under  new  section  371  of  the  Act  (or,  in  the  case  of  agreements  to 
be  entered  into  by  a  State,  at  least  as  stringent  as  those  in  effect  in  such 
State)  under  which  agreements  such  entities  would  (1)  make  such 
inspections  as  the  Secretary  or  the  State  may  require  to  determine  if 
clinical  laboratories  are  in  compliance  with  applicable  standards,  (2) 
administer  such  proficiency  tests  as  the  Secretary  or  the  State  may  re- 
quire for  clinical  laboratories  or  such  examinations  of  laboratory  per- 
sonnel as  they  may  require,  or  (3)  do  any  combination  of  the  activities 
described  above.  An  agreement  entered  into  under  this  subsection  may 
provide  for  financial  assistance  to  the  entity  to  assist  it  in  meeting  the 
costs  of  conducting  activities  prescribed  for  it  by  the  agreement. 

Xew  section  377(b)  of  the  act  provides  that  if  the  Secretary  has 
entered  into  an  agreement  under  section  1864(a)  of  the  Social  Security 
Act  for  the  enforcement  of  section  1861  of  such  Act  with  respect  to 
clinical  laboratories  by  a  State  which  does  not  have  primary  enforce- 
ment responsibility,  the  Secretary  may  enter  into  an  agreement  with  a 
State  for  the  enforcement  within  such  State  of  the  requirements  of  na- 
tional standards  with  respect  to  laboratories  not  subject  to  require- 
ments of  such  section  1861.  Such  an  agreement  may  provide  for  finan- 
cial assistance  to  the  State  to  assist  it  in  meeting  its  costs  of  enforcing 
the  requirements  for  national  standards. 

Xew  section  377(c)  of  the  act  authorizes  the  Secretary  to  enter  into 
agreements  with  States  with  primary  enforcement  responsibility  under 
which  agreements  financial  assistance  will  be  provided  to  the  States  to 
assist  them  in  meeting  the  costs  of  administering  and  enforcing  the 
programs  for  the  regulation  of  clinical  laboratories  which  are  not 
covered  under  the  agreements  authorized  by  Title  XVIII  of  the  Social 
Security  Act.  In  addition,  this  subsection  authorizes  the  Secretary  to 
provide  technical  assistance  to  any  State  to  assist  it  in  meeting  re- 
quirements relating  to  primary  enforcement  responsibility. 

Xew  section  377(d)  of  the  act  authorizes  appropriations  of  $3  million 
per  year  for  fiscal  years  1979, 1980,  and  1981  for  the  purpose  of  agree- 
ments authorized  by  subsections  (a),  (b),  and  (c)  of  section  378.  de- 
scribed above. 

ANNUAL  REPORT 

Xew  Section  378a  of  the  act  requires  that  not  later  than  the  first  Jan- 
uary 1  which  appears  more  than  nine  months  after  national  standards 
first  take  effect,  and  each  succeeding  January  1,  the  Secretary  shall 
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make  a  report  to  Congress  respecting  to  the  accuracy  of  tests  and  pro- 
cedures performed  by  clinical  laboratories  during  the  preceding  fiscal 
year  and  evaluating  the  effect  of  the  costs  of  clinical  laboratory  tests 
smd  procedures  on  the  overall  cost  of  health  care  services  and  the  rela- 
tion of  the  costs  of  such  tests  and  procedures  to  the  costs  of  health  care 
services  for  which  the  services  are  conducted. 

New  section  378(b)  of  the  act  would  repeal  subpart  2  of  part  F  of 
title  III  of  the  act  (the  existing  authority  with  respect  to  clinical 
laboratories) . 

New  section  378(c)  of  the  act  is  a  technical  amendment  which  pre- 
serves existing  section  372(e)  of  the  Public  Health  Service  Act  (relat- 
ing to  assistance  to  the  Alaskan  Mental  Health  Program) ,  which  sec- 
tion is  repealed  by  the  amendments  made  to  Part  H  of  the  Act. 

STUDY  RESPECTING  REQUIREMENTS  FOR  LABORATORIES  AND  LABORATORY 

PERSONNEL 

Section  102  of  the  bill  requires  that  there  be  conducted  a  study  of 
procedures  and  certification  of  laboratory  personnel.  This  section  re- 
quires the  Secretary  of  Health,  Education,  and  Welfare,  in  cooperation 
with  appropriate  public  and  private  entities,  to  conduct  a  study  of  (1) 
existing  voluntary  certification  standards  and  state  licensure  laws  for 
clinical  laboratory  supervisors,  technologists,  and  technicians  and  (2) 
qualifications  of  entities  that  certify  such  personnel  as  qualified  to 
perform  laboratory  procedures  in  clinical  laboratories  licensed  under 
section  373  of  the  Public  Health  Service  Act.  This  study  must  include 
( 1 )  an  assessment  of  the  need  for  certification  of  such  personnel  pur- 
suant to  national  standards,  (2)  development  of  national  standards 
which  the  Secretary  determines  should  be  used  as  guidelines  for  entities 
which  certify  such  personnel,  (3)  the  determination  of  the  numbers 
of  technical  laboratory  personnel  who  would  meet  standards  devel- 
oped by  the  Secretary  and  a  projection  of  the  numbers  of  such  person- 
nel in  calendar  years  1980, 1985  and  1990,  (4)  an  analysis  of  the  effect 
on  costs  of  laboratory  tests  and  procedures  and  the  quality  of  such  tests 
and  procedures  of  a  requirement  that  only  laboratory7  personnel  which 
meet  such  standards  meet  qualifications  necessary  for  alaboratory  to  be 
licensed  under  section  373  of  the  Public  Health  Service  Act,  and  (5) 
an  analysis  of  the  various  entities  who  certify  laboratory  personnel  in- 
cluding an  analysis  of  the  need  for  participation  in  certification  pro- 
cedures by  members  of  the  public  and  the  financial  interests  of  such  en- 
tities in  clinical  laboratories.  The  Secretary  is  required  to  submit  to  the 
Congress  the  results  of  this  study  and  recommendations  for  legislation 
as  the  Secretary  considers  necessary  within  one  year  of  the  date  of  en- 
actment of  the  bill. 

STUDY   AND  REPORT   ON   PRACTITIONERS'   OFFICE  LABORATORIES 

Section  103  (a)  of  the  bill  requires  the  Secretary  to  conduct  or  ar- 
range to  have  conducted  a  study  concerning  laboratories  located  in  the 
offices  of  physicians,  dentists,  or  podiatrists  which  have  been  exempted 
from  national  standards  under  section  371  of  the  act.  The  study  is  to 
assess  the  quality  of  clinical  laboratory  services  provided  by  such  lab- 
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oratories  and  is  to  include  an  evaluation  of  (1)  proficiency  testing 
programs  in  which  such  laboratories  participate  and  the  effect  such 
participation  by  the  laboratories  in  such  proficiency  testing  programs 
has  on  the  medical  reliability  of  the  results  of  tests  performed  by  them 
and  (2)  quality  control  programs,  personnel  qualifications,  and  pro- 
ficiency of  laboratory  personnel  and  other  factors  bearing  on  the  med- 
ical reliability  of  tests  and  procedures  performed  by  laboratories  so 
exempted.  Any  laboratory  which  refuses  to  participate  in  the  study 
shall  be  required  to  meet  the  national  standards  in  effect  for  clinical 
laboratories  engaged  in  business  in  interstate  commerce. 

Section  103(b)  of  the  bill  requires  the  Secretary,  within  1  year  of 
the  date  of  enactment  of  the  new  act,  to  report  to  the  Congress  the  re- 
sults of  the  evaluation.  If  the  Secretary  finds  on  the  basis  of  the  evalu- 
tion  that  the  results  of  tests  performed  by  laboratories  participating 
in  proficiency  testing  programs  are,  as  determined  on  a  statistical 
basis,  significantly  more  reliable  than  the  results  of  tests  performed 
by  laboratories  which  are  not  participants  in  proficiency  testing  pro- 
grams, the  Secretary  may  by  regulation  as  a  condition  to  the  exemp- 
tion of  physician  office  laboratories  from  national  standards  require 
that  such  laboratories  participate  in  proficiency  testing  programs  ap- 
proved by  the  Secretary.  Such  regulation  shall  prescribe  procedures 
and  standards  for  the  approval  of  proficiency  testing  programs  and  be 
promulgated  only  after  affording  opportunity  for  an  oral  hearing. 

Within  2  years  of  the  date  of  enactment  of  the  new  act,  the  Secre- 
tary is  required  to  report  to  the  Congress  the  results  of  the  evaluation 
of  quality  control  programs,  personnel  qualifications,  and  proficiency 
of  laboratory  personnel.  In  the  report  the  Secretary  is  to  recommend 
whether  physician  office  laboratories  should  be  required  as  condition 
to  such  exemption  to  have  laboratory  procedure  manuals  or  other 
items  or  procedures  bearing  on  the  medical  reliability  of  tests  and  pro- 
cedures performed  by  such  laboratories. 

STUDY   AND    REPORT    OX    HIGHLY    SPECIALIZED    CLINICAL  LABORATORIES 

Section  104(a)  of  the  bill  requires  the  Secretary  to  conduct  or  ar- 
range to  have  conducted  a  study  to  assess  the  quality  of  the  tests  and 
other  procedures  and  services  provided  by  highly  specialized  labora- 
tories, including  those  laboratories  exempted  from  national  standards 
by  section  372(c)  (5)  of  the  new  act.  The  study  is  to  be  carried  out  in 
consultation  with  appropriate  professional  organizations  and  is  to  in- 
clude an  evaluation  of  personnel  qualifications,  quality  control  pro- 
grams, proficiency  of  laboratory  personnel  and  other  factors  bearing 
upon  the  medical  reliability  of  the  tests,  procedures  and  services  per- 
formed by  the  laboratories  studied. 

[MONDAY] 

Section  104(b)  of  the  bill  requires  the  Secretary,  within  2  years  of 
the  date  of  the  enactment  of  the  new  act,  to  report  the  results  of  the 
study  described  above  and  include  in  the  report  such  recommendations 
for  legislation  as  the  Secretary  determines  appropriate.  Within  2 
years  of  the  date  of  the  enactment  of  the  new  act,  the  Secretary  is  re- 
quired to  promulgate  regulations  to  make  national  standards  applica- 
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ble  to  highly  specialized  clinical  laboratories,  with  such  modifications 
as  the  Secretary  may  prescribe. 

STUDY  OF  CLINICAL  LABORATORY  SERVICES 

Section  105(a)  of  the  bill  requires  the  Secretary,  during  the  period 
beginning  on  the  date  of  the  enactment  of  this  act  and  ending  on  the 
date  national  standards  first  take  effect,  and  again  during  the  2-year 
period  beginning  on  the  date  the  standards  take  effect,  to  conduct  a 
study  to  determine  the  quality  of  the  tests,  procedures  and  other  serv- 
ices provided  by  clinical  laboratories  during  each  such  period  and  the 
cost  of  such  services  during  both  such  periods.  The  Secretary  is  re- 
quired to  compare  the  data  on  the  quality  and  cost  of  the  services  pro- 
vided in  the  two  period  study  to  determine  the  effect  of  the  amend- 
ments made  by  the  Act  on  the  quality  and  cost  of  clinical  laboratory 
services. 

Section  105  (b)  of  the  bill  requires  that  data  on  the  quality  and  cost 
of  laboratory  services  shall  be  assembled  under  the  study  on  the  basis 
of  ( 1 )  the  size  and  type  of  clinical  laboratories  studied  and  the  cate- 
gories of  persons  of  persons  for  whom  the  services  were  provided,  (2) 
the  volume  of  services  provided,  (3)  the  qualifications  and  experience 
of  the  personnel  that  performed  or  supervised  the  services  studied, 
(4)  the  protocols  followed  by  the  laboratories  in  providing  such  serv- 
ices, and  (5)  the  States  or  other  geographic  regions  in  which  such 
sendees  were  provided. 

Section  105  (c)  of  the  bill  requires  the  Secretary  to  make  a  prelimi- 
nary report  to  the  Congress  on  the  results  of  the  study  not  later  than 
ninety  clays  after  the  expiration  of  the  first  period  study  and  a  final  re- 
port on  the  study  (together  with  any  recommendations  for  legisla- 
tion) not  later  than  180  days  after  the  expiration  of  the  second  period 
study. 

The  purpose  of  this  section  is  to  insure  that  sufficient  data  is  col- 
lected to  make  possible  a  determination  of  the  effectiveness  of  the  Clin- 
ical Laboratory  Improvement  Act  of  1978.  Accordingly,  a  representa- 
tive selection  of  laboratory  tests  should  be  evaluated,  and  the  study 
should  provide  a  comprehensive,  nationwide  statistical  profile  of  the 
clinical  laboratory  industry,  with  the  exception  of  physicians'  office 
laboratories.  The  data  collected  should  be  comprehensive  in  scope  and 
organized  in  such  a  way  as  to  permit  a  comparison  of  the  quality  and 
charges  of  different  laboratories  not  only  by  type,  but  by  volume,  geo- 
graphic region,  qualifications  of  personnel,  composition  of  clientele, 
regulatory  environment,  and  other  relevant  criteria.  The  study  should 
be  conducted  by  researchers  who  are  not  connected  with  the  adminis- 
tration or  implementation  of  the  Act. 

Title  II  of  the  bill  consists  of  amendments  to  the  Social  Security 
Act,  and  authorized  studies  relating  to  those  amendments. 

Section  201(a)  of  the  bill  adds  a  new  section  1132  to  the  Act  to 
provide  that  reimbursement  for  laboratory  services  under  titles  V, 
XVIII  or  XIX  of  the  Act  (other  than  services  provided  in  a  hospital) 
may  not  include  any  element  of  a  cost  or  charge  which  is  a  commis- 
sion, finders'  fee,  or  an  amount  payable  for  rental  or  lease  of  a  facility 
which  amount  is  unrelated  or  disproportionate  to  the  fair  market  value 
of  the  facility  or  where  such  amount  is  set  as  a  percent  on  fraction  of 
the  cost  of  laboratory  services. 
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Section  201(b)  of  the  bill  amends  section  1124  (a)  (1)  of  such  Act 
(relating  to  disclosure  of  ownership  information)  to  require  inde- 
pendent clinical  laboratories  to  permit  the  Secretary  to  examine  its 
records  in  order  to  determine  whether  physicians  have  billed  patients, 
carriers  or  Medicaid  state  plans  for  services  performed  by  the  labora- 
tory and  the  amount  charged  for  such  services. 

Section  202(a)  of  the  bill  provides  that  payments  to  physicians 
under  the  Medicare  program  shall  be  determined  as  follows: 

(i)  if  the  physician's  bill  indicates  that  the  physician  or  another 
physician  with  whom  the  physician  shares  his  practice  personally 
performed  or  supervised  such  services,  the  payment  shall  be  the  reason- 
able charge  of  a  physician  for  such  services. 

(ii)  if  the  bill  indicates  that  the  services  were  performed  by  a 
laboratory  and  specifies  the  amount  the  laboratory  billed  the  physician 
who  submitted  the  bill,  payment  shall  be  the  lower  of  (a)  the  reason- 
able charge  of  the  laboratory  for  such  services  or  (b)  the  amount 
billed  by  the  laboratory  plus  a  nominal  fee  to  cover  the  physician's 
costs  in  collecting  and  handling  the  sample. 

(iii)  if  the  bill  does  not  indicate  who  performed  the  services  or 
indicates  the  services  were  performed  by  a  laboratory  which  is  not 
identified,  payment  shall  be  at  the  charge  estimated  to  be  the  lowest 
charge  at  which  services  could  have  been  secured  by  a  physicial  from 
a  laboratory  in  the  applicable  locality. 

Section  202(b)  of  the  bill  makes  conforming  changes  to  insure 
that  payment  for  laboratory  services  under  Medicare  will  not  be 
made  unless  the  laboratory  meets  applicable  State  and  Federal  re- 
quirements imposed  by  the  proposed  legislation. 

Section  202(c)  of  the  bill  provides  that  if  the  Joint  Commission 
on  Accreditation  of  Hospitals  imposes  standards  for  hospital  labora- 
tories which  are  at  least  equivalent  to  the  national  standards,  the 
Secretary  (or  the  State,  in  the  case  of  a  State  with  primary  enforce- 
ment responsibility)  may  deem  that  the  hospital  laboratory  meets  the 
Medicare  licensure  requirements. 

Section  203(a)  of  the  bill  authorizes  for  a  three  year  period,  states 
to  make  arrangements  for  competitive  bidding  for  the  provision  of 
clinical  laboratory  services  under  the  Medicaid  program  if  the  Sec- 
retary finds  that  (i)  adequate  services  will  be  available  under  the  ar- 
rangements (ii)  laboratory  services  will  be  provided  only  by  labora- 
tories which  meet  the  requirements  of  the  proposed  legislation,  and 
which  do  no  more  than  75  percent  of  their  business  with  Medicare  and 
Medicaid,  and  (iii)  charges  will  be  made  at  the  lowest  rate  charged 
by  the  provider  for  comparable  services.  Competitive  bidding  arrange- 
ments are  to  be  evaluated  by  the  Secretary,  who  is  to  transmit  the 
evaluation  and  legislative  recommendations  to  the  Secretary  within 
24  months  from  the  date  of  enactment. 

Section  203(b)  of  the  bill  makes  conforming  changes  to  insure 
that  paymentsjtor  services  under  Medicaid  will  not  be  made  unless 
the  laboratory  meets  applicable  requirements  of  the  proposed  legis- 
lation. 

Section  203(c)  of  the  bill  requires  that  paj<ments  for  laboratory 
services  under  Medicaid  not  exceed  the  lowest  amount  charged  for 
such  service  by  the  provider. 

Section  203(d)  of  the  bill  requires  that  if  the  Medicaid  state  plan 
authorizes  payment  to  a  physician  for  laboratory  services  (or  to  a 
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physician  sharing  his  or  her  practice)  which  the  physician  did  not  per- 
sonally perform  or  supervise,  payment  will  be  made  in  accordance  with 
the  new  Medicare  requirements  described  in  15  above.  Appropriate 
transitional  provisions  are  included. 

Section  204  of  the  bill  requires  the  Secretary  to  conduct  a  study 
of  the  financial  arrangements  entered  into  by  hospitals  for  the  pro- 
vision of  laboratory  services  under  Medicare  or  Medicaid,  including 
percentage  arrangements,  leasing  arrangements  and  arrangements  for 
salaries  to  determine  if  such  arrangements  are  in  the  public  interest. 
The  Secretary  is  to  complete  the  study  and  report  legislative  recom- 
mendations to  the  Congress  within  6  months  of  enactment  of  the 
proposed  legislation. 

Section  205  of  the  bill  requires  the  Secretary,  within  2  months  of 
the  effective  date  of  the  amendments  described  in  15  above,  to  re- 
port to  the  Congress  (a)  the  proportion  of  bills  submitted  under 
Title  XVIII  for  laboratory  services  which  did  not  identify  who 
performed  such  services;  (b)  the  proportion  of  such  bills  with  re- 
spect to  which  the  amount  paid  was  less  than  the  charges;  (c)  the 
average  cost  per  patient  resulting  from  the  lesser  payment;  and  (4) 
the  average  cost  per  physician  resulting  from  the  lesser  payment. 

Changes  m  Existing  Law  Made  by  the  Bill,  As  Reported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the  House 
of  Representatives,  changes  in  existing  law  made  by  the  bill,  as  re- 
ported, are  shown  as  follows  (existing  law  proposed  to  be  omitted  is 
enclosed  in  black  brackets,  new  matter  is  printed  in  italics,  exist- 
ing law  in  which  no  change  is  proposed  is  shown  in  roman)  : 

Public  Health  Service  Act 
******* 

TITLE  III— GENERAL  POWERS  AND  DUTIES 
OF  PUBLIC  HEALTH  SERVICE 

******* 

Part  F — Licensing — Biological  Products  and  Clin- 
ical Laboratories  and  Control  of  Radiation 

Subpart  1 — Biological  Products 
******* 

[SUBPART  2  CLINICAL  LABORATORIES 

[LICENSING  OF  LABORATORIES 

[Sec.  353.  (a)  As  used  in  this  section — ■ 

[(1)  the  term  "laboratory"  or  "clinical  laboratory"  means  a 
facility  for  the  biological,  microbiological,  serological,  chemical, 
immuno-hematological,  hematological,  biophysical,  cytological, 
pathological,  or  other  examination  of  materials  derived  from  the 
human  body,  for  the  purpose  of  providing  information  for  the 
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diagnosis,  prevention,  or  treatment  of  any  disease  or  impairment 
of,  or  the  asessment  of  the  health  of,  man ; 

[(2)  the  term  "interstate  commerce''  means  trade,  traffic,  com- 
merce, transportation,  transmission,  or  communication  between 
any  State  or  possession  of  the  United  States,  the  Commonwealth 
of  Puerto  Eico,  or  the  District  of  Columbia,  and  any  place  outside 
thereof,  or  within  the  District  of  Columbia. 
[(b)(1)  No  person  may  solicit  or  accept  in  interstate  commerce, 
directly  or  indirectly,  any  specimen  for  laboratory  examination  or 
other  laboratory  procedures,  unless  there  is  in  effect  a  license  for  such 
laboratory  issued  by  the  Secretary  under  this  section  applicable  to 
such  procedures. 

[(2)  The  Secretary  shall  by  regulation  exempt  from  the  provisions 
of  this  section  laboratories  whose  operations  are  so  small  or  infrequent 
as  not  to  constitute  a  significant  threat  to  the  public  health. 

[(c)  A  license  issued  by  the  Secretary  under  this  section  may  be 
applicable  to  all  laboratory  procedures  or  only  to  specified  laboratory 
procedures  or  categories  of  laboratory  procedures. 

[(d)  (1)  A  license  shall  not  be  issued  in  the  case  of  any  clinical  lab- 
oratory unless  (A)  the  application  therefor  contains  or  is  accom- 
panied by  such  information  as  the  Secretary  finds  necessary,  and  (B) 
the  applicant  agrees  and  the  Secretary  determines  that  such  labora- 
tory will  be  operated  in  accordance  with  standards  found  necessary 
by  the  Secretary  to  carry  out  the  purposes  of  this  section.  Such  stand- 
ards shall  be  designed  to  assure  consistent  performance  by  the  labora- 
tories of  accurate  laboratory  procedures  and  services,  and  shall  in- 
clude, among  others,  standards  to  assure — 

[(i)  maintenance  of  a  quality  control  program  adequate  and 
appropriate  for  accuracy  of  the  laboratory  procedures  and 
services ; 

[(ii)  maintenance  of  records,  equipment,  and  facilities  neces- 
sary to  proper  and  effective  operation  of  the  laboratory  ; 

[(iii)  qualifications  of  the  director  of  the  laboratory  and  other 
supervisory  professional  personnel  necessary  for  adequate  and 
effective  professional  supervision  of  the  operation  of  the  labora- 
tory ( which  shall  include  criteria  relating  to  the  extent  to  which 
training  and  experience  shall  be  substituted  for  education)  ;  and 
[(iv)  participation  in  a  proficiency  testing  program  estab- 
lished by  the  Secretary. 
[(2)  A  license  issued  under  this  section  shall  be  valid  for  a  period 
of  three  years,  or  such  shorter  period  as  the  Secretary  may  establish 
for  any  clinical  laboratory  or  any  class  or  classes  thereof ;  and  may  be 
renewed  in  such  manner  as  the  Secretary  may  prescribe.  The  provi- 
sions of  this  section  requiring  licensing  shall  not  apply  to  a  clinical 
laboratory  in  a  hospital  accredited  by  the  Joint  Commission  on  the 
Accreditation  of  Hospitals  or  by  the  American  Osteopathic  Associa- 
tion, or  a  laboratory  which  has  been  inspected  and  accredited  by  such 
commission  or  association,  by  the  Commission  on  Inspection  and  Ac- 
creditation of  the  College  of  American  Pathologists,  or  by  any  other 
national  accreditation  body  approved  for  the  purpose  by  the  Secretary, 
but  only  if  the  standards  applied  by  such  commission,  association,  or 
other  body  in  determining  whether  or  not  to  accredit  such  hospital  or 
laboratory  are  equal  to  or  more  stringent  than  the  provisions  of  this 
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section  and  the  rules  and  regulations  issued  under  this  section,  and  only 
if  there  is  adequate  provision  for  assuring  that  such  standards  con- 
tinue to  be  met  by  such  hospital  or  laboratory ;  provided  that  any  such 
laboratory  shall  be  treated  as  a  licensed  laboratory  for  all  other  pur- 
poses of  this  section. 

[(3)  The  Secretary  may  require  payment  of  fees  for  the  issuance 
and  renewal  of  licenses,  but  the  amount  of  any  such  fee  shall  not  ex- 
ceed $125  per  annum. 

f(e)  A  laboratory  license  may  be  revoked,  suspended,  or  limited  if 
the  Secretary  finds,  after  reasonable  notice  and  opportunity  for  hear- 
ing to  the  owner  or  operator  of  the  laboratory,  that  such  owner  or  op- 
erator or  any  employee  of  the  laboratory — 

[(1)  has  been  guilty  of  misrepresentation  in  obtaining  the 
license ; 

[(2)  has  engaged  or  attempted  to  engage  or  represented  himself 
as  entitled  to  perform  any  laboratory  procedure  or  category  of 
procedures  not  authorized  in  the  license ; 

[(3)  has  failed  to  comply  with  the  standards  with  respect  to 
laboratories  and  laboratory  personnel  prescribed  by  the  Secretary 
pursuant  to  this  section ; 

[  (4)  has  failed  to  comply  with  reasonable  requests  of  the  Secre- 
tary for  any  information  or  materials,  or  work  on  materials,  he 
deems  necessary  to  determine  the  laboratory's  continued  eligibility 
for  its  license  hereunder  or  continued  compliance  with  the  Secre- 
tary's standards  hereunder ; 

£  ( 5 )  has  refused  a  request  of  the  Secretary  or  any  Federal  of- 
ficer or  employee  duly  designated  by  him  for  permission  to  inspect 
the  laboratory  and  its  operations  and  pertinent  records  at  any  rea- 
sonable time ;  or 

[(6)  has  violated  or  aided  and  abetted  in  the  violation  of  any 
provisions  of  this  section  or  of  any  rule  or  regulation  promulgated 
thereunder. 

[(f)  Whenever  the  Secretary  has  reason  to  believe  that  continua- 
tion of  any  activity  by  a  laboratory  licensed  under  this  section  would 
constitute  an  imminent  hazard  to  the  public  health,  he  may  bring  suit 
in  the  district  court  for  the  district  in  which  such  laboratory  is  situ- 
ated to  enjoin  continuation  of  such  activity  and,  upon  proper  showing, 
a  temporary  injunction  or  restraining  order  against  continuation  of 
such  activity  pending  issuance  of  a  final  order  under  this  section  shall 
be  granted  without  bond  or  by  such  court. 

[(g)  (1)  Any  party  aggrieved  by  any  final  action  taken  under  sub- 
section (e)  of  this  section  may  at  any  time  within  sixty  days  after  the 
elate  of  such  action  file  a  petition  with  the  United  States  court  of  ap- 
peals for  the  circuit  wherein  such  person  resides  or  has  his  principal 
place  of  business,  for  judicial  review  of  such  action.  A  copy  of  the 
petition  shall  be  forthwith  transmitted  by  the  clerk  of  the  court  to  the 
Secretary  or  other  officer  designated  by  him  for  that  purpose.  The 
Secretary  thereupon  shall  file  in  the  court  the  record  on  which  the  ac- 
tion of  the  Secretary  is  based,  as  provided  in  section  2112  of  title  28, 
United  States  Code. 

[ (2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  ad- 
ditional evidence,  and  shows  to  the  satisfaction  of  the  court  that  such 
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additional  evidence  is  material  and  that  there  were  reasonable  grounds 
for  the  failure  to  adduce  such  evidence  in  the  proceeding  before  the 
Secretary,  the  court  may  order  such  additional  evidence  (and  evidence 
in  rebuttal  thereof)  to  be  taken  before  the  Secretary,  and  to  be  ad- 
duced upon  the  hearing  in  such  manner  and  upon  such  terms  and  con- 
ditions as  the  court  may  deem  proper.  The  Secretary  may  modify  his 
findings  as  to  the  facts,  or  make  new  findings,  by  reason  of  the  addi- 
tional evidence  so  taken,  and  he  shall  file  such  modified  or  new  findings, 
and  his  recommendations,  if  any,  for  the  modification  or  setting  aside 
of  his  original  action,  with  the  return  of  such  additional  evidence. 

[(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the  action,  or 
to  set  it  aside  in  whole  or  in  part,  temporarily  or  permanently.  The 
findings  of  the  Secretary  as  to  the  facts,  if  supported  by  substantial 
evidence,  shall  be  conclusive. 

£(4)  The  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  action  of  the  Secretary  shall  be  final,  subject  to 
review  by  th  Supreme  Court  of  the  United  States  upon  certiorari  or 
certification  as  provided  in  section  1254  of  title  28,  United  States  Code. 

[(h)  Any  person  who  willfully  violates  any  provision  of  this  sec- 
tion or  any  rule  or  regulation  promulgated  thereunder  shall  be  guilty 
of  a  misdemeanor  and  shall  on  conviction  thereof  be  subject  to  im- 
prisonment for  not  more  than  one  year,  or  a  fine  of  not  more  than 
$1,000,  or  both  such  imprisonment  and  fine. 

[(i)  The  provisions  of  this  section  shall  not  apply  to  any  clinical 
laboratory  operated  by  a  licensed  physician,  osteopath,  dentist,  or 
podiatrist,  or  group  thereof,  who  performs  or  perform  laboratory 
tests  or  procedures,  personally  or  through  his  or  their  employees, 
solely  as  an  adjunct  to  the  treatment  of  his  or  their  own  patients;  nor 
shall  such  provisions  apply  to  any  laboratory  with  respect  to  tests  or 
other  procedures  made  by  it  for  any  person  engaged  in  the  business 
of  insurance  if  made  solely  for  purposes  of  determining  whether  to 
write  an  insurance  contract  or  of  determining  eligibility  or  continued 
eligibility  for  payments  thereunder. 

[(j)  In  carrying  out  his  functions  under  this  section,  the  Secretary 
is  authorized,  pursuant  to  agreement,  to  utilize  the  services  or  facili- 
ties of  any  Federal  or  State  or  local  public  agency  or  nonprofit  pri- 
vate agency  or  organization,  and  may  pay  therefor  in  advance  or  by 
way  of  reimbursement,  and  in  such  installments,  as  he  may  determine. 

[(k)  Xothing  in  this  section  shall  be  construed  as  affecting  the 
power  of  any  State  to  enact  and  enforce  laws  relating  to  the  matters 
covered  by  this  section  to  the  extent  that  such  laws  are  not  incon- 
sistent with  the  provisions  of  this  section  or  with  the  rules  and  regu- 
Lations  issued  under  this  section. 

[(i)  Where  a  State  has  enacted  or  hereafter  enacts  laws  relating  to 
matters  covered  by  this  section,  which  provide  for  standards  equal 
to  or  more  stringent  than  the  provisions  of  this  section  or  than  the 
rules  and #  regulations  issued  under  this  section,  the  Secretary  may 
exempt  clinical  laboratories  in  that  State  from  compliance  with  this 
sect  ion.  J 
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[Part  H — Grants  to  Alaska  for  Mental  Health 
[payments  for  construction  of  hospital  facilities 

[Sec.  372.  (a)  There  is  authorized  to  be  appropriated  an  amount 
not  exceeding  the  total  sum  of  $6,500,000,  to  remain  available  until 
expended,  to  enable  the  Surgeon  General  to  make  payments  to  Alaska 
as  the  total  contribution  of  the  Federal  Government  to  be  used  in  de- 
fraying the  cost  of  construction  of  hospital  and  other  facilities  in 
Alaska  needed  for  the  carrying  out  of  a  comprehensive  mental  health 
program. 

[(b)  Such  facilities  shall  be  scheduled  for  construction  in  accord- 
ance with  a  comprehensive  construction  program,  developed  by 
Alaska  in  consultation  with  the  Public  Health  Service  and  approved 
by  the  'Surgeon  General.  Projects  shall  be  constructed  in  accordance 
with  such  approved  program  and  in  accordance  with  plans  and  speci- 
fications for  the  project  approved  by  the  Surgeon  General. 

[(c)  Upon  certification  by  Alaska,  based  upon  inspection  by  it, 
that  work  has  been  performed  upon  a  project,  or  purchases  have  been 
made  in  accordance  with  approved  plans  and  specifications,  and  that 
payment  of  an  installment  is  due,  the  Surgeon  General  shall  certify 
such  installment  for  payment :  Provided  however.  That  the  Surgeon 
General  may  cause  the  project  to  be  inspected  at  any  time,  and  if  such 
inspection  indicates  that  the  project  is  not  being  constructed  in  ac- 
cordance with  approved  plans  and  specifications,  he  may,  after  notice 
and  affording  opportunity  for  hearing,  withhold  further  payment 
until  he  finds  that  adequate  corrective  measures  have  been  taken. 

[(d)  The  term  "cost  of  construction"  means  the  amount  found  nec- 
essary by  the  Surgeon  General  for  the  construction  of  a  project  and 
includes  the  construction  and  initial  equipment  of  buildings  (includ- 
ing medical  transportation  facilities),  architects'  and  engineering 
fees,  the  cost  of  land  acquired  specifically  for  the  purpose  of  the  proj- 
ect, and  on-site  improvements. 

[(e)  If,  within  20  years  from  the  date  of  completion  of  construc- 
tion, any  hospital  or  other  medical  facility  constructed  with  the  aid 
of  grants  under  this  section  shall  cease  to  be  a  publicly  owned  facility 
operated  for  the  care  or  treatment  of  patients  under  Alaska's  mental 
health  program,  the  United  States  shall  be  entitled  to  recover  from 
Alaska  the  then  value  of  the  hospital  or  other  medical  facility,  re- 
duced, however,  proportionately  to  the  extent  to  which  Alaska  may 
have  contributed  to  the  cost  of  construction  thereof.] 

Part  H — Clinical  Laboratories 

DEFINITIONS 

Sec.  370.  For  purposes  of  thispart  — 

(1)(A)  Except  as  provided,  in  subparagraph  (B),  the  terms 
"laboratory"  and  u clinical  laboratory"  mean  a  facility  (or  any 
identifiable  part  of  a  facility)  — 

(A)  for  the  biological,  microbiological,  serological,  chem- 
ical, immunohematological,  radioimmunological,  hematologi- 
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cat,  biophysical,  cytological,  pathological,  or  other  examina- 
tion of  materials  derived  from  the  human  body  for  the  pur- 
pose of  providing  information  for  the  diagnosis,  prevention, 
or  treatment  of  any  disease  or  impairment  of,  or  the  assess- 
ment of  the  health  of,  humans,  or 

(B)  for  the  collection,  processing,  or  transmission  of  such 
materials  for  such  purposes. 
(B)  The  terms  "laboratory"  or  "clinical  laboratory"  do  not 
include  a  facility  (or  identifiable  part  of  a  facility)  exclusively 
engaged  in  (i)  the  collection,  banking,  processing,  or  transmission 
of  human  whole  blood  or  its  components  or  other  tissues,  (ii) 
transfusion  services,  (Hi)  plasmaphoresis,  (iv)  compatibility 
testing,  or  (v)  any  combination  of  such  activities. 

(2)  The  term  "interstate  commerce"  means  (A)  trade,  traffic, 
commerce,  transportation,  transmission,  or  communication  be- 
tween any  State  anal  any  place  outside  of  such  State,  or  (B) 
within  the  Distinct  of  Columbia. 

NATIONAL  STANDARDS 

Sec.  371.  (a)  Within  two  hundred  and  ten  days  of  the  date  of  the 
enactment  of  the  Clinical  Laboratory  Improvement  Act  of  1978,  the 
Secretary,  after  providing  reasonable  opportunity  for  consultation 
with  representative  public  and  private  professional  entities,  shall  pub- 
lish proposed  national  standards  for  clinical  laboratories.  Within 
one  year  after  such  date  of  enactment,  the  Secretary  shall  promulgate 
such  standards  with  such  modifications  as  the  Secretary  deems  ap- 
propriate, and  such  standards  shall  take  effect  upon  tlieir  promulga- 
tion. Standards  under  this  subsection  may  be  amended  by  the 
Secretary. 

(b)(1)  National  standards  promulgated  under  subsection  (a)  for 
clinical  laboratories  shall  be  designed  to  assure  consistent  perfmvn%- 
ance  by  clinical  laboratories  of  accurate  and,  reliable  laboratory  tests 
and  other  procedures  and  services  (hereinafter  in  this  part  collectively 
referred  to  as  "services" )  and  shall — 

(A)  require  clinical  laboratories  subject  to  the  standards  to 
maintain  appropriate  Quality  control  programs, 

(B)  reauire  such  laboratories  to  maintain  such  records,  equip- 
ment, and  facilities  as  may  be  necessary  for  the  proper  and  effec- 
tive operation  of  such  laboratories, 

(C)  require  satisfactory  performance  by  such  laboratories  on 
periodic  proficiency  tests  developed  in  accordance  with  subsec- 
tion (d), 

(D)  prescribe  qualifications  for  directors  and  supervisory  per- 
sonnel of,  and  technologists  employed  in,  such  laboratori.es  (which 
qualifications  shall  (i)  not  be  limited  solely  to  education  require- 
ments, (ii)  include  appropriate  combinations  of  education,  train- 
ing, experience,  and  examination  requirements,  and  (Hi)  be  de- 
signed, to  insure  the  continued  competence  of  such  personnel) , 

(E)  require  supervisory  personnel  of  such  laboratories,  through 
periodic  practical  examinations  or  by  comparable  methods,  to 
evaluate,  in  accordance  with  guidelines  prescribed  by  the  Secre- 
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tary,  the  proficiency  of  technicians  employed  in  such  laboratories; 

(F)  require  such  laboratories  to  provide  assurances  satisfac- 
tory to  the  Secretary  that — 

(i)  directors,  supervisory  personnel,  and  technologists  will 
meet  applicable  requirements  prescribed  under  subparagraph 
(D),  and 

(ii)  all  technologists  and  technicians  will,  where  appropri- 
ate, perform  their  duties  under  supervision  and  will  perform 
only  those  duties  for  which  they  are  qualified,  as  determined 
in  accordance  with  subparagraphs  (D)  and  (E),  and 

(G)  include  such  other  requirements  as  the  Secretary  deter- 
mines necessary  to  assure  consistent  performance  by  such  labora- 
tories of  accurate  and  reliable  services. 

(2)  F or  purposes  of  paragraph  (v)  — 

(A)  the  term  "technologist*'1  means  an  individual  employed 
in  a  laboratory  who  in  performing  services  in  such  laboratory 
is  required  to  excercise  independent  judgment,  and 

(B)  the  term  "technician"  means  a  person  employed  in  a  labo- 
ratory who  is  not  required  to  exercise  independent  judgment  in 
the  technician s  employment  by  the  laboratory. 

(c)  The  national  standards  promulgated  under  subsection  (a)  may 
vary  on  the  basis  of  the  type  of  services  performed  by  such  labora- 
tories or  the  purposes  for  which  such  services  are  performed. 

(d)  Within  1  year  of  the  date  of  the  enactment  of  the  Clinical  Labo- 
rtory  Improvement  Act  of  19i8,  the  Secretary \  in  consultation  with 
appropriate  professional  organizations,  shall  develop  standards  for 
proficiency  testing  of  clinical  laboratories  subject  to  national  stand- 
ards in  effect  under  this  section,  which  proficiency  testing  standards 
(i)  shall  require  such  testing  to  be  administered,  at  least  annually 
to  all  such  laboratories  ;  (ii)  shall  require  a  system  of  on-site  testing 
of  a  laboratory's  proficiency  in  the  examination  of  specimens  which 
system  shall  reauire  such  testing  to  be  done  in  accordance  with  the  pro- 
cedures prescribed  by  paragraphs  (1)  and  (2)  of  section  376(b)  ; 
and  (Hi)  may  require  a  system  for  the  testing  of  a  laboratory's  pro- 
ficiency in  the  examination  of  specimens  under  which  system  the 
laboratory  is  not  informed  that  its  proficiency  is  being  tested  (com- 
monly referred  to  as  ublind  proficiency  testing") . 

APPLICATION  OF  NATIONAL  STANDARDS 

Sec.  372.  (a)  National  standards  for  linical  laboratories  in  effect 
under  section  371  shall  be  administered  and  enforced  by  the  Secretary 
and  shall,  excevt  as  provided  in  subsections  (b),  (c),  and  (d)  — 

(1)  apply  to  each  clinical  laboratory  which  is  engaged  in  busi- 
ness in  interstate  commerce,  and 

(2)  apply  to  any  other  clinical  laboratory  which  is  located  in 
a  State  which  (as  determined  under  section  371)  does  not  have 

primary  enforcement  responsibility  for  the  regulation  of  clinical 
laboratories. 

(b)  The  Secretary,  upon  request  of  a  State  which  has  primary  en- 
forcement responsibility  for  the  regulation  of  clinical  laboratories, 
shall  authorize  such  State  to  regulate,  under  the  standards  of  the  State 
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described  in  section  374  (a)  ( 0  ?  clinical  laboratories  which  are  located 
or  doing  at  least  10  per  centum  of  their  business  within  the  State  and 
which  are  engaged,  in  business  in  interstate  commerce. 

(c)  (1)  Except  as  provided  in  section  103(a)  of  the  Clinical  Labora- 
tory Improvement  Act  of  1978  during  the  2-year  period  beginning  on 
the  date  that  national  standards  first  take  effect  under  section  371, 
such  standards  shall  not  apply  to  clinical  laboratories  which  are  not 
engaged  in  business  in  interstate  commerce. 

(2)  During  the  2-year  period  beginning  on  the  date  that  national 
standards-  for  clinical  laboratories  first  take  effect  under  section  371 
(or,  in  the  case  of  a  clinical  laboratory  which  is  not  engaged  in  busi- 
ness in  interstate  commerce  and  which  is  not  subject  to  section  1Q3 
(a)  (2)  of  the  Clinical  Laboratory  Improvement  Act  of  1978,  during 
the  2-year  period  beginning  on  the  date  such  standards  are  first  made 
applicable  to  such  laboratory) ,  the  provisions  of  such  standards  pre- 
scribing qualifications  for  supervisory  personnel  or  the  provisions  of 
such  standards  prescribing  qualifications  for  technologists,  or  both 
such  provisions,  shall  not  apply  to  a  clinical  laboratory  which — 

(A)  .  The  Secretary  determines  is  located  in  a  rural  area  (as 
defined  by  the  Secretary)  in  which  there  is  not  a  sufficient  number 
of  individuals  with  the  qualifications  prescribed  by  such  provi- 
sions for  supervisory  personnel  or  technologists,  as  the  case  may 
be, 

(B)  performs  services  solely  for  hospitals  and  licensed  physi- 
cians, dentists,  or  podiatrists  (or  any  combination  of  such  practi- 
tioners) located  within  such  a  rural  area,  and 

(C)  provides  the  Secretary  satisfactory  assurances  that  it  will 
take  such  actions  as  may  be  necessary  to  train  individuals  to  meet 
such  qualifications  or  to  employ  individuals  with  such  qualifi- 
cations. 

(3)  (A)  The  national  standards  for  clinical  laboratories  shall  not 
apply  to  any  clinical  laboratory — ■ 

(i)  which  is  located  in  the  office  of  a  licensed  physician,  dentist . 
or  podiatrist,  or  a  group  of  such  practitioners,  and 

(ii)  in  which  the  only  services  which  are  performed  are  serv- 
ices performed  by  such  a  practitioner  in  connection  with  the  treat- 
ment of  his  patients. 

(B)  Except  as  provided  under  section  103(a)  (2)  of  the  Clinical 
Laboratory  Improvement  Act  of  1978,  the  national  standards  for 
clinical  laboratories  shall  not  apply  to  any  clinical  laboratory — 

(i)  which  is  located  in  the  office  of,  or  supervised  by,  a,  licensed 
physician,  dentist,  or  podiatrist,  or  a  group  of  not  more  than  five 
such  practitioners, 

(ii)  in  ivhich  the  only  services  which  are  performed  are  serv- 
ices performed  in  connection  with  the  treatment  of  the  patients  of 
such  practitioner  (or  group  of  practitioners)  or  in  connection 
with  services  provided  for  such  patients  by  «  physician  assistant 
or  nurse  practitioner  under  the  supervision  of  such  practitioner  or 
group,  and 

(Hi)  which  is  a.  participant  in  a,  proficiency  testing  program 
approved  by  the  Secretary  if  such  participation  is  required  under 
section  103 (b)  of  such  act. 
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(4)  The  Secretary  shall,  upon  application,  exempt,  on  such  terms 
and  conditions  as  may  be  appropriate,  from  the  national  standards 
for  clinical  laboratories  any  laboratory  in  which  the  only  services 
wh  ich  are  performed  are  services  for  biomedical  or  behavioral  research. 

(5)  Except  as  provided  under  section  104(b)  (2)  of  the  Clinical 
Laboratory  Improvement  Act  of  1978,  the  national  standards  for 
clinical  laboratories  shall  not  apply  to  any  highly  specialized  clinical 
laboratory  engaged  exclusively  in  the  assessment  of  cardiac  or  pul- 
m  o  nary  function. 

(d)  (1)  Federal  clinical  laboratories  under  the  jurisdiction  of  the 
Secretary  shall  be  subject  to  national  standards  in  effect  under  sec- 
tion 371  and  any  other  Federal  clinical  laboratory  in  a  State  shall  be 
subject  to  such  standards  unless  (A)  the  laboratory  is  under  the  juris- 
diction of  any  of  the  Armed  Forces  of  the  United  States  or  the  Ad- 
ministrator of  Veterans'*  Affairs,  or  (B)  the  agency  which  lias  juris- 
diction over  such  laboratory  has  in  effect  standards  for  such 
laboratomj  whieh  a/re  no  less  stringent  than  the  national  standards  in 
effect  under  subsection  (a). 

(2)  The,  Secretary  shall  bring  the  national  standards  in  effect  under 
section  S71  to  the  attention  of  the  Secretary  of  each  military  depart- 
ment and  the  Administrator  of  Veterans*  Affairs  so  that  such  stand- 
ards may  be  considered  and  applied  as  appropriate  by  such  Secre- 
taries and  Administrator  to  clinical  laboratories  under  their 
jurisdiction. 

(e)  Except  as  authorized  under  section  37 %,  no  State  or  political 
subdivision  may  adopt  or  continue  in  effect  requirements  (other  tlvan 
licensing  requirements  applicable  to  directors,  supervisory  personnel, 
technologists,  or  technicians  in  clinical  laboratories  and  requirements 
applicable  to  clinical  laboratories  under  a  certificate  of  need  pro- 
gram )  whieh — 

(A)  are  applicable  to  clinical  laboratories,  and 

(B)  are  different  from  or  in  addition  to  the  national  stand- 
ards for  clinical  laboratories  in  effect  under  section  371. 

( f)  Any  clinical  laboratory  which  is  engaged  in  business  in  inter- 
state commerce  shall,  during  the  period,  beginning  on  the  date  of  the 
enactment  of  the  Clinical  Laboratory  Improvement  Act  of  1978  and 
ending  on  the  date  such  laboratory  is  required  to  have  in  effect  a 
license  issued  under  section  373,  comply  with  the  licensing  require- 
ments in  effect  under  section  353  before  such  date  of  enactment. 

LICENSES 

Sec.  373.  (a)  The  Secretary  shall  establish  a  system  for  the  licen- 
sure of  clinical  laboratories  subject  to  national  standards  in  effect 
under  section  371.  A  license  issued  under  such  system  for  a  clinical 
laboratory  (1)  shall  specify  the  cateaories  of  services  which  such  lab- 
oratory may  perform,  and  (2)  shall  be  valid  for  such  period  (but 
not  in  excess  of  thirty-six  months)  as  the  Sewetary  may  prescribe. 
A  fee  may  be  required  by  the  Secretary  for  the  issuance  or  renewal 
of  a  license  in  an  amount  not  to  exceed,  $500.  The  Secretary  may  pre- 
scribe^ variances  in  such  fees  based  on  the  volume  of  services  performed 
by  the  clinical  laboratories  required  to  be  licensed. 
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(b)  (1)  The  system  established  under  subsection  (a)  shall  require 
the  following  as  a  condition  to  the  issuance  or  renewal  of  a  license 
under  the  system: 

(A)  The  submission  of  an  application  in  such  form  and  man- 
ner as  maybe  prescribed  by  the  Secretary. 

(B)  A  determination  by  the  Secretary  that  tlie  applicant  meets 
the  national  standards  in  effect  under  section  371. 

(C)  The  submission  by  the  applicant  to  the  Secretary  and  to 
the  health  systems  agency  serving  the  area  in  which  the  appli- 
cant is  located  of  (i)  an  accurate  itemized  schedule  of  ail  current 
rates  tlie  applicant  charges  (including  such  a  schedule  of  rates  for 
common  groupings  of  tests)  for  the  laboratory  services  it  pro- 
vides, and  (ii)  such  information  as  may  be  necessary  to  disclose 
any  contractual  relationships  in  effect  between  the  applicant  and 
physicians  and  other  health  professionals  respecting  the  labora- 
tory's services  and  the  terms  of  any  contracts  between  the  appli- 
cant and  such  persons. 

(2)  From  the  information  submitted  in  accordance  with  para- 
graph (1)  (C)  a  health  systems  agency  may  not  disclose — 

(A)  the  identity  of  any  person  for  whom  an  applicant  for  a 
license  performed  services,  except  that  a  health  systems  agency 
may  make  such  a  disclosure  in  response  to  a  request  of  an  officer 
or  employee  of  the  United  States  or  a  State  made  in  accordance 
with  regulations  of  the  Secretary  and  in  connection  with  the  func- 
tions or  duties  of  the  officer  or  employee  in  the  enforcement  of  this 
part  or  of  a  Federal  or  State  criminal  law;  and 

(B)  any  contractual  relationship  described  in  clause  (ii)  of 
such  paragraph,  except  that,  in  accordance  with  regulations  pro- 
mulgated by  the  Secretary,  the  health  systems  agency  may  disclose 
(i)  a  contractual  relationship  "between  the  applicant  and  any 
physician  for  the  performance  of  services  if  the  applicant  re- 
ceives compensation  under  title  XVIII  of  the  Social  Security 
Act  or  under  a  State  plan  for  medical  assistance  approved  under 
title  XIX  of  such  Act  for  the  performance  of  clinical  laboratory 
services,  and  (ii)  any  contractual  relationship  described  in  such 
clause  (ii)  in  response  to  a  request  of  an  officer  or  employee  of  the 
United  States  or  a  State  made  in  connection  with  the  f  unctions 
or  duties  of  the  officer  or  employee  in  the  enforcement  of  this  part 
or  a  Federal  or  State  criminal  law. 

(c)  (1)  If  the  Secretary  finds,  after  reasonable  notice  and  oppor- 
tunity for  hearing,  that — 

(A)  a  clinical  laboratory  licensed  under  this  section  is  not  in- 
compliance with  applicable  national  standards  in  effect  under 
section  371,  or 

(B)  such  laboratory  has  (i)  failed  to  comply  with  reasonable 
■requests  of  the  Secretary  for  any  information  or  specimens,  or 
testing  of  specimens,  the  Secretary  deem  necessary  to  determine 
the  laboratory' 's  continued  eligibility  for  its  liceme  under  this 
section  or  continued  compliance  with  applicable  national  stand- 
ards in  effect  under  section  371,  or  (ii)  refused  a,  request  of  the 
Secretary  or  any  individual  duly  designated  by  him  for  perm  is- 
sion  to  inspect,  under  section  376(b),  the  laboratory  and  its  opera- 
tions and  pertinent  records  at  any  reasonable  time, 
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the  Secretary  may  revoke  such  laboratory's  license  for  the  remainder 
of  its  term  or  may  limit  or  suspend  such  laboratory's  license  until  the 
Inl) oratory  has  demonstrated  to  the  satisfaction  of  the  Secretary  that 
the  laboratory  is  in  compliance  ivith  such  national  standards  or  such 
requests  will  be  complied  with,  as  the  case  may  be. 

(2)  If  the  Secretary  finds,  after  reasonable  notice  and  opportunity 
for  a  hearing,  that  a  clinical  laboratory  licensed  under  this  section — 

(A)  has  been  guilty  of  misrepresentation  in  obtaining  tlie 
license; 

(B)  has  engaged  or  attempted  to  engage  in,  or  represented  itself 
as  entitled  to  perform,  any  laboratory  service  or  category  of  serv- 
ices not  authorized  by  the  license; 

(C)  has  engaged  in  a  billing  practice  under  which  charges  for 
laboratory  services  provided  a  patient,  on  whose  behalf  reimburse- 
ment (in  whole  or  in  part)  for  such  charges  is  provided  under  a 
program  receiving  Federal  financial  assistance,  are  made  at  a 
higher  rate  than  charges  for  comparable  services  provided  a  pa- 
tient for  whom  such  reimbursement  is  not  made; 

(D)  has  offered,  paid,  solicited,  or  received  any  kickback  or 
bribe  in  the  form  of  money  or  any  other  thing  of  value  in  connec- 
tion with  the  provision  of  clinical  laboratory  services;  or 

(E)  has  engaged  in  any  false,  fictitious,  or  fraudulent  billing 
practice  for  the  purposes  of  obtaining  payment  under  any  pro- 
gram the  funds  for  iqhich  are  provided  in  whole  or  in  part  by  the 
United  States, 

the  Secretary  may  revoke  such  license  for  the  remainder  of  its  term  or 
may  make  the  laboratory  or  any  person  determined  by  the  Secretary  to 
have  made  the  misrepresentation  described  in  subparagraph  (A)  or  to 
have  engaged  in  any  activity  described  in  subparagraph  (jB)  ,  (C) ,  (D) , 
or  (E)  ineligible  to  apply  for  a  license  under  this,  section  for  such  pe- 
riod [not  to  exceed  ttvo  years)  as  the  Secretary  may  prescribe,  or  take 
both  such  actions.  A  billing  practice  which  results  in  different  charges 
for  the  same  laboratory  services  solely  because  of  differences  in  admin- 
istrative costs  related  to  receiving  reimbursement  for  the  provision  of 
such  services  shall  not  be  considered  a  billing  practice  described  in  sub- 
paragraph (C). 

(d)  Any  person  who  is  convicted  under  subsection  (a)  of  section 
375  or  under  section  1877(b)  or  1909(b)  of  the  Social  Security  Act  af- 
ter the  date  of  enactment  of  the  Clinical  Laboratory  Improvement  Act 
of  1978  for  a  violation  occurring -after  such  date  shall  not  be  eligible  to 
apply  for  a  license  under  this  section  for  a  clinical  laboratory  during 
the  ten-year  period  beginning  on  the  date  such  person's  conviction  be- 
came final  and  the  license  of  the  laboratory  involved  in  such  violation 
shall  be  revoked. 

m  (e)(1)  Any  person  aggrieved  by  any  final  action  taken  under  subsec- 
tion (c)  of  this  section  may  at  any  time  within  sixty  days  after  the  date 
of  such  action  file  a  petition  with  tlie-  United  States  court  of  appeals  for 
the  circuit  wherein  such  person  resides  or  has  his  principal  place  of 
business  for  judicial  review  of  such  action.  A  copy  of  the  petition  shall 
be  forthwith  transmitted  by  'tlie  clerk  of  the  court  to  the  Secretary  or 
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other  officer  designated  by  Mm  for  that  purpose.  The  Secretary  there- 
u pan  shall  fie  in  the  court  the  record  on  which  the  action  of  the  Secre- 
tory is  based,  as  'provided  in  section  2112  of  title  28,  United  States 
Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional evidence  and  shows  to  the  satisfaction  of  the  court  that  such  ad- 
ditional evidence  is  material  and  that  there  were  reasonable  grounds  for 
the  failure  to  adduce  such  evidence  in  the  proceeding  before  the  Sec- 
retary, the  court  may  order  such  additional  evidence  {and  evidence  in 
rebuttal  thereof}  to  be  taken  before  the  Secretary,  and  to  be  adduced 
upon  a  hearing  in  such  manner  and  upon  such  terms  and  conditions  as 
the  court  may  deem  proper.  The  Secretary  may  modify  his  findings  as 
to  the  facts,  or  make  new  findings,  by  reason  of  the  additional  evidence 
so  taken,  and  he  shall  file  such  modified  or  new  findings,  and  his  recom- 
mendations, if  any,  for  the  modification  or  setting  aside  of  his  original 
action,  with  the  return  of  such  additional  evidence. 

(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the  action,  or 
to  set  it  aside  in  whole  or  in  part,  temporarily  or  permanently.  The 
findings  of  the  Secretary  as  to  the  facts,  if  supported  by  substantial 
evidence,  shall  be  conclusive. 

PRIMARY  EX  FOR  CEIL  EXT  RESPONSIBILITY 

Sec.  374-.  (a)  For  purposes  of  this  section,  a  State  has  primary 
enforcement  responsibility  for  the  regulation  of  clinical  laboratories 
described  in  subsection  (c)  during  any  period  for  ichich  the  Secretary 
determines  {pursuant  to  regulations  prescribed  under  subsection  (d) ) 
that  such  State — 

(1)  has  adopted  (A)  standards  applicable  to  clinical  labora- 
tories which  are  no  less  stringent  than  the  national  standards  in 
effect  under  section  371,  and  (B)  a  system  for  the  licensure  of  lab- 
oratories which  meets  the  requirements  of  subsection  (b)  and 
which  includes  provisions  respecting  applications  and  submissions 
to  health  systems  agencies  for  the  health  service  areas  in  which  the 
applicants  are  located  or  doing  at  least  10  per  centum  of  their 
business  which  provisions  are  no  less  stringent  than  the  provisions 
of  subsection  (b)  of  section  373  and  includes  provisions  respecting 
the  suspension,  revocation,  and  eligibility  for  licenses  ivhich  pro- 
visions are  no  less  stringent  than  the  provisions  of  subsections  (c) 
and  (d)  of  such  section ; 

(2)  is  ohle  to  enforce  such  Staters  standards,  including  enforce- 
ment by  such  monitoring  and  such  inspections  as  the  Secretary 
may  require  by  regulation  ; 

(3)  will  Jceep  such  records  and  make  such  reports  with  respect  to 
its  activities  under  paragraphs  (1)  and  (2)  as  the  Secretai^y  may 
require  by  regulation : 

(  Jf)  if  it  permits  exemptions  from  the  requirements  of  its  stand- 
ards ivhich  meet  the  requirements  of  paragraph  (1)  (A),  permits 
such  exemptions  wider  conditions  and  in  a  manner  which  are  no 
less  stringent  than  the  conditions  and  the  mam.ner  in  ivhich  exemp- 
tions are  or  may  be  granted  under  section  372  (c) ; 
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(5)  lias  adopted  and  can  implement  adequate  procedures  for  the 
effective  and  timely  control  of  health  hazards  which  may  result 
from  an  activity  of  a  clinical  laboratory  within  the  State; 

(6)  has  designated  a  single  agency  of  the  State  to  enforce  its 
standards  and  to  administer  its  system  for  licensure  of  clinical 
laboratories ;  and 

(7)  for  the  purpose  of  avoiding  the  application  of  duplicative 
requirements  to  clinical  laboratories,  ivill  cordinate  with  other- 
States  in  carrying  out  its  primary  enforcement  responsibilities. 

(b)  For  the  purpose  of  primary  enforcement  responsibility  under 
this  section,  a  State  system  for  the  licensure  of  clinical  laboratories — 

(1)  shall  prescribe  that  licenses  issued  under  such  system  shall 
be  valid  for  such  period  (but  not  in  excess  of  thirty -six  months) 
as  is  prescribed,  under  the  system,  and  may  require  a  fee  for  the 
issuance  or  reneioal  of  a  license  in  an  amount  (not  in  excess  of 
$500)  determined  under  the  system; 

(2)  may  provide  for  variances  in  such  fees  based  on  volume  of 
services  performed  by  the  clinical  laboratories  required  to  be  li- 
censed; and 

(3)  shall  provide  that  licenses  issued,  for  a  clinical  laboratory 
shall  specify  the  categories' of  services  which  such  laboratory  may 
perform. 

(c)  The  clinical  laboratories  subject  to  regulation  by  a  State  'which 
has  primary  enforcement  responsibility  are — 

(1)  clinical  laboratories  (other  than  clinical  laboratories  de- 
scribed in  section  372(d) )  which  are  located  within  such  State  and 
which  are  not  engaged  in  business  in  intertate  commierce,  and 

(2)  if  authorized  under  section  372(b),  any  other  clinical  lab- 
oratory (oilier  than  a  clinical  laboratory  described  in  section 
372(d))  engaged  in  business  in  interstate  commerce  and  located, 
or  doing  at  least  10  per  centum  of  its  business  within  the  State. 

(d)  (1)  The  Secretary  shall,  by  regulation  (proposed  ivithin  one 
year  of  the  date  of  the  enactment  ofthe  Clinical  Laboratory  Improve- 
ment Act  of  1978),  prescribe  the  manner  in  which  a  State  may  apply 
to  the  Secretary  for  a  determination  that  the  State  has  met  the  re- 
quirements of  subsection  (a),  the  manner  in  which  and  the  standards 
upon  which  the  determination  will  be  made,  the  period  for  which  the 
determination  will  be  effective,  and  the  manner  in  which  the  Secretary 
may  determine  that  such  requirements  are  no  longer  met.  The  Secre- 
tary shall,  at  least  every  two  years,  review  the  clinical  laboratory  reg- 
ulatory activities  of  a  State  with  primary  enforcement  responsibility 
to  determine  if  the  State  continues  to  meet  the  requirements  of  sub- 
section (a) . 

(2)  Regulations  under  paragraph  (1)  shall  require  that  before  a 
determination  of  the  Secretary  that  a  State  has  not  met  the  require- 
ments o  f  subsection  (a)  or  no  lonqer  meets  such  requirements  may  be- 
come effective,  the  Secretary  shall  notify  such  State  of  the  determina- 
tion and  the  reasons  therefor,  shall  provide  an  opportunity  for  public 
hearings  on  the  determination,  and,  in  the  case  of  a  determination  that 
such  requirements  are  no  longer  being  met  by  a  State,  slwill  prescribe 
the  period  within  which  such  State  must  comply  with  such  require- 
ments to  retain  its  primary  enforcement  responsibility. 
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(3)  Regulations  under  paragraph  (1)  shall  he  promulgated  (with 
such  modifications  as  the  Secretary  deems  appropriate)  within  ninety 
(lays  of  the  publication  of  the  proposed  regulations  in  the  Federal 
Register.  The  Secretary  shall  promptly  notify  in  writing  the-  chief 
executive  officer  of  each  State  of  the  promulgation  of  regulations  un- 
der paragraph  (1).  Such  notice  shall  contain  a  copy  of  the  regulations 
and  shall  specify  a  State's  authority  under  this  part  when  it  is  deter- 
mined to  have  primary  enforcement  responsibility  for  clinical  lab- 
oratories, 

(e)  When  an  application  is  submitted  in  accordance  loith  the  Secre- 
tary's regulations  under  subsection  (d),  the  Secretary  shall  within 
ninety  days  of  the  date  on  which  such  application  is  submitted  (1) 
make  the  determination  applied  for,  or  (2)  deny  the  application  and 
notify  the  applicant  in  icri'ting  of  the  reasons  for  the  denial. 

PROHIBITED  ACTS 

Sec.  375.  (a)  Any  person  who  solicits,  or  accepts,  directly  or  in- 
directly, any  specimen  for  a  laboratory  service  by  a  clinical  laboratory 
which  is  required  to  have  in  effect  a  license  issued  by  the  Secretary 
under  section  373  and  which  does  not  have  such  a  license  in  effect  or 
which  is  not  authorized  by  its  license  to  perform  siwh  service,  shcdl  be 
fined  not  more  than  $10,000  or  imprisoned  for  not  more  than  one  year, 
or  both. 

(b)  No  clinical  laboratory  which  is  required  to  have  in  effect  a  lic- 
ence issued  by  the  Secretary  under  section  373  or  a  license  issued  by  a 
State  with  primary  enforcement  responsibility  for  the  regulation  of 
rJrnical  laboratories  and  which  does  not  have  sueh  a  license  in  effect 
may — 

(1)  receive  a  grant,  contract,  or  other  form  of  financial  as- 
sistance under  this  Act,  or 

{2)  charge  or  collect  for  laboratory  services  for  any  entity 
which  receives  a  grant,  contract,  or  other  form  of  financial  assist- 
ance under  this  Act. 
The  charges  of  such  a  laboratory  may  not  be  included  in  determin- 
ing Federal  payments  under  title  XVIII  or  XIX  of  the  Social  Se- 
curity Act. 

ENFORCEMENT 

Sec.  376.  (a)  Whenever  the  Secretary  has  reason  to  believe  that 
continuation  of  any  activity  by  a  clinical  laboratory  required  to  be 
licensed  under  section  373  by  the  Secretary  would  constitute  a  signifi- 
cant hazard  to  the  public  health,  he  may  bring  suit  in  the  United 
States  district  court  for  the  district  in  which  such  laboratory  is  situ- 
ated to  enjoin  continuation  of  such  activity  and,  upon  proper  shoiving, 
a  temporary  injunction  or  restraining  order  against  continuation  of 
such  activity  pending  issuance  of  a  final  order  by  the  court  shall  be 
grunted  without  bond. 

(b)(1)  For  purposes  of  enforcement  of  this  part,  individuals  des- 
ignated as  inspectors  by  tlie  Secretary,  upon  presenting  appropriate 
credentials  and  a  written  notice  to  the  person  in,  charge  of  the  clinical 
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laboratory  to  be  inspected  and  after  clearly  informing  him  of  their 
authority,  are  authorized  to  enter  and  inspect  any  laboratory  in  a  State 
which  is  subject  to  national  standards  in  effect  under  section  371.  A 
separate  notice  shall  be  given  for  each  such  inspection,  but  a  separate 
notice  shall  not  be  required  for  each  entry  made  during  the  period  cov- 
ered by  the  inspection.  Such  an  inspection  (A)  shall  be  made  during 
the  normal  business  hours  of  the  laboratory  being  inspected  and  in  a 
reasonable  manner,  and  (B)  may  extend  only  to  relevant  equipment, 
materials,  containers,  records  files,  papers  {including  financial  data7 
sales  data,  and  pricing  data),  processes,  controls,  facilities,  and  all 
other  things  in  the  laboratory  bearing  on  whether  it  is  being  operated 
in  compliance  with  such  standards. 

(2)  Upon  completion  of  any  such  inspection  and  prior  to  leaving 
the  premises  inspected,  the  inspector  shall  give  to  the  person  in  charge 
a  preliminary  report  which  summarizes  any  conditons  or  practices  ob- 
served by  the  inspector  which,  in  his  judgment,  indicate  a  violation  of 
national  standards  in  effect  under  section  371.  The  inspector  shall  also 
prepare  a  written  final  report  of  his  findings  and  send  it  to  such  per- 
son within  thirty  days  of  the  completion  of  the  inspection. 

(3)  No  individual  designated  by  the  Secretary  to  enter  a  laboratory 
and  conduct  an  inspection  pursuant  to  paragraph  (1)  shall  be  required 
to  obtain  a  search  toarrant  from  any  judicial  officer  prior  to  entering 
any  laboratory  and  conducting  any  inspection  which  is  authorized  by 
such  paragraph. 

(4)  For  the  purpose  of  carrying  out  the  review  prescribed  by  sec- 
tion 37l(d)  (1)  (relating  to  primary  enforcement  responsibility) ,  the 
Secretary  may  designate  individuals  to  conduct  inspections  of  clinical 
laboratories  which  are  not  subject  to  national  standards  in  effect  under 
section  371  to  determine  if  such  laboratories  are  in  compliance  with 
applicable  State  standards.  Each  such  inspection  sliall  be  conducted  in- 
accordance  with  the  requirements  of  paragraph  (1). 

(c)(1)  No  employer  may  discharge  any  employee  or  otherwise  dis- 
criminate against  any  employee  with  respect  to  the  employee's  com- 
pensation or  the  terms,  conditions,  or  privileges  of  his  employment  be- 
cause the  employee  (or  any  person  acting  pursuant  to  a  request  of  the 
employee)  — 

(A)  caused  to  be  commenced  a  proceeding  under  section 373 (c) 
or  375(a)  or  subsection  (a)  of  this  section,  a  proceeding  by  a 
State  in  carrying  out  its  primary  enforcement  responsibility,  or 
an  inspection  under  subsection  (a)  or  by  such  a  State  in  carrying 
out  such  responsibility  ; 

(B )  testified  or  is  about  to  testify  in  any  such  proceeding ;  or 

(C)  assisted  or  participated  or  is  ad) out  to  assist  or  participate 
in  any  manner  in  such  a  proceeding,  inspection,  or  in  any  other  ac- 
tion to  carry  out  the  purposes  of  this  part. 

(2)  Any  employee  who  believes  that  the  employee  has  been  dis- 
charged or  otherwise  discriminated  against  by  any  person  in  violation 
of  paragraph  (1)  may,  within  thirty  days  after  such  alleged  violation 
occurs,  file  (or  have  any  person  file  on  the  employee's  behalf)  a  com- 
plaint with  the  Secretary  of  Labor  (hereinafter  in  this  subsection  re- 
ferred to  as  the  " Secretary")  alleging  such  discharge  or  discrimination. 
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Upon  receipt  of  such  a  complaint,  the  Secretary  shall  notify  the  person 
named  in  the  complaint  of  the  filing  of  the  complaint. 

(8)  Upon  receipt  of  a  complaint  filed  under  paragraph  (#),  the 
Secretary  shall  conduct  an  investigation  of  the  violation  alleged  in  the 
complaint.  Within  thirty  days  of  the  receipt  of  such  complaint,  the 
Secretary  shall  complete  such  investigation  and  shall  notify  in  writing 
the  complainant  (and  any  person  acting  on  behalf  of  the  complainant) 
and  the  person  alleged  to  have  committed  such  violation  of  the  results 
of  the  investigation  conducted  pursuant  to  this  paragraph.  Within 
ninety  days  of  the  receipt  of  such  complaint  the  Secretary  shall,  unless 
the  proceeding  on  the  complaint  is  terminated  by  the  Secretary  on  the 
basis  of  a  settlement  entered  into  by  the  Secretary  and  the  person  al- 
leged to  have  committed  such  violation,  issue  an  order  either  providing 
the  relief  prescribed  by  paragraph  (If)  or  denying  the  complaint.  An 
order  of  the  Secretary  shall  be  made  on  the  record  after  notice  and 
opportunity  for  agency  hearing.  The  Secretary  may  not  enter  into  a 
settlement  terminating  a  proceeding  on  a  complaint  without  the  par- 
ticipation and  consent  of  the  complainant. 

(4)  If  in  response  to  a  complaint  filed  under  paragraph  (2)  the 
Secretary  determines  that  a  violation  of  paragraph  (1)  has  occurred, 
the  Secretary  shall  order  (A)  the  person  who  committed  such  violation 
to  take  affirmative  action  to  abate  the  violation,  (B)  such  person  to  re- 
instate the  complainant  to  the  complainant '<?  former  position  together 
loith  the  compensation  (including  back  pay),  terms,  conditions,  and 
privileges  of  the  complainant's  employment,  and  (C)  the  award  of 
compensatory  damages.  If  such  an  order  is  issued,  the  Secretary,  at 
the  request  of  the  complainant,  shall  assess  against  the  person  against 
whom  the  order  is  issued  a  sum  equal  to  the  aggregate  amount  of  all 
costs  and  expenses  (including  attorney's  fees)  reasonably  incurred,  as 
determined  by  the  Secretary,  by  the  complainant  for,  or  in  connection 
with,  tlie  bringing  of  the  complaint  upon  which  the  order  was  issued. 

(5)  (A)  Any  person  adversely  affected  or  aggrieved  by  an  order  is- 
sued wader  paragraph  (4)  may  obtain  review  of  the  order  in  the 
United  States  court  of  appeals  for  the  circuit  in  which  the  violation, 
with  respect  to  which  the  order  was  issued,  allegedly  occurred.  The 
petition  for  review  must  be  filed  within  sixty  days  from  the  issuance  of 
the  Secretary's  order.  Review  shall  conform  to  chapter  7  of  title  5  of 
the  United  States  Code. 

(B)  An  order  of  the  Secretary,  with  respect  to  which  review  could 
have  been  obtained  under  subparagraph  (A),  shall  not  be  subject  to 
judicial  review  in  any  criminal  or  other  civil  proceeding. 

(6)  Whenever  a  person  has  failed  to  comply  with  an  order  issued 
under  paragraph  (4),  the  Secretary  shall  fie  a  civil  action  in  the 
United  States  district  court  for  the  district  in  which  the  violation  was 
found  to  occur  to  enforce  such  order.  In  actions  brought  under  this 
paragraph,  the  district  courts  of  the  United  States  shall  have  juris- 
diction to  grant  all  appropriate  relief,  including  injunctive  relief  and 
compensatory  damages.  Civil  actions  brought  under  this  paragraph 
shall  be  heard  and  decided  expeditiously. 

(7)  Any  nondiscretionary  duty  imposed  by  this  subsection  is  en- 
forceable in  mandamus  proceeding  brought  under  section  1361  of  title 
28,  United  States  Code. 
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(8)  Paragraph  (1)  shall  not  apply  with  respect  to  any  employee 
who,  acting  mtk-out  direction  from  the  employee's  employer  {or  any 
agent  of  the  employer) ,  deliberately  causes  a  violation  of  any  require- 
ment of  this  part  or  of  a  clinical  laboratory  regulatory  requirement 
of  a  State  with  primary  enforcement  responsibility. 

AGREEMENTS  AND  ASSISTANCE 

Sec.  377.  (a)  The  Secretary  and  am/  State  which  has  primary  en- 
forcement responsibility  for  the  regulation  of  clinical  laboratories 
may  enter  into  agreements  ivith  qualified  public  or  nonprofit  private 
entities  which,  as  determined  by  the  Secretary  or  such  State,  as  the 
case  may  be,  have  adopted  laboratory  standards  at  least  as  stringent 
as  those  in  effect  under  section  371  (or  in  the  case  of  agreements  to 
be  entered  into  by  such  a  State,  at  least  as  stringent  as  those  in  effect 
in  Buck  State  under  section  374)  under  which  agreements  such  entities 
wdutd — ■ 

(1)  make  such  inspections  as  the  Secretary  or  such  State  may 
require  to  determine  if  clinical  laboratories  are  in  compliance 
with  applicable  standards, 

(2)  administer  (A)  such  proficiency  tests  as  tJie  Secretary  or 
suck  States  may  require  for  clinical  laboratories,  or  (B)  such 
examinations  of  laboratory  personnel  as  the  Secretary  or  such 
State  may  require,  or 

(3)  do  any  combination  of  the  activities  described  in  para- 
graphs (1)  and  (2). 

An  agreement  entered  into  under  this  subsection  with  an  entity  may 
provide  for  financial  assistance  to  the  entity  to  assist  it  in  meeting  its 
costs  of  conducting  the  activities  prescribed  for  it  by  the  agreement. 

(b)  If  the  Secretary  has  entered  into  an  agreement  under  the  first 
sentence  of  section  1864(a)  of  the  Social  Security  Act  for  the  en- 
forcement of  the  requirements  of  section  1861  of  such  Act  with  respect 
to  clinical  laboratories  by  a  State  which  does  not  have  primary  en- 
enforcement  responsibility  for  the  regulation  of  clinical  laboratories, 
the  Secretary  may  enter  into  om  agreement  under  this  subsection  with 
such  a  State  for  the  enforcement  within  such  State  of  the  require- 
ments of  national  standards  in  effect  under  section  371  with  respect 
to  clinical  laboratories  not  subject  to  the  requirements  of  such  section 
1861.  An  agreement  entered  into  under  this  subsection  with  a  State 
may  provide  for  financial  assistance  to  the  State  to  assist  it  in  meeting 
its  costs  of  enforcing  the  requirements  of  the  national  standards. 

(c)  (1)  The  Secretary  may  enter  into  agreements  with  States  with 
primary  enforcement  responsibility  under  which  agreements  financial 
assistance  will  be  provided  to  such  States  to  assist  them  in  meeting 
the  cost  of  administering  and  enforcing  their  programs  for  the  regu- 
lation of  clinical  laboratories  which  are  not  covered  under  agreements 
authorized  by  title  XVIII  of  the  Social  Security  Act. 

(2)  The  Secretary  may  provide  technical  assistance  to  any  State 
to  assist  it  in  meeting  the  requirements  of  section  374. 

(d)  For  the  purpose  of  agreements  authorized  by  subsections  (a), 
(b),  and  (c),  titer e  are  authorized  to  be  appropriated  $3,000,000  for 
the  fiscal  year  ending  September  30,  1979,  $3,000,000  for  the  fiscal 
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year  ending  September  30,  1980,  and  $3,000,000  for  the  fiscal  year 
ending  September  30, 1981. 

ANNUAL  REPORT 

Sec.  378.  (a)  Not  later  than  the  first  January  1  which  occurs  more 
than  9  months  after  national  standards  first  take  effect  under  section 
371  and  each  succeeding  January  1,  the  Secretary  shall  make  a  report 
to  the  Congress  (1)  respecting  the  accuracy  and  reliability  of  services 
performed  by  clinical  laboratories  during  the  preceding  fiscal  year, 
and  (2)  evaluating  the  effect  of  the  costs  of  clinical  laboratory  serv- 
ices on  the  overall  cost  of  health  care  services  and  the  relation  of  the 
costs  of  such  tests  and  procedures  to  the  costs  of  the  health  care  serv- 
ices for  which  the  services  are  conducted. 

*  *  *  *  *  *  * 


Social  Security  Act 

TITLE  XI— GENERAL  PROVISIONS  AND  PROFESSIONAL 
STANDARDS  REVIEW 
*  *  *  *  *  *  * 

Part  A — General  Provisions 
******* 

DISCLOSURE  OF  OWNERSHIP  AND  RELATED  INFORMATION 

Sec.  1124  (a)(1)  The  Secretary  shall  by  regulation  or  by  contract 
provision  provide  that  each  disclosing  entity  (as  defined  in  paragraph 
(2) )  shall— 

(A)  as  a  condition  of  the  disclosing  entity' s  participation  in, 
or  certification  or  recertification  under \  any  of  the  programs  estab- 
lished by  titUs  V,  XVIII,  XIX,  and  XX,  or 

(B)  as  a  condition  for  the  approval  or  reneival  of  a  contract 
or  agreement  between  the  disclosing  entity  and  the  Secretary  or 
the  appropriate  State  agency  under  any  of  the  programs  estab- 
lished under  titles  V,  XVIII,  XIX,  and  XX, 

supply  the  Secretary  or  the  appropriate  State  agency  with  full  and 
complete  information  as  to  the  identity  of  each  person  with  an  owner- 
ship or  control  interest  (as  defined  in  paragraph  (3))  in  the  entity  or 
in  any  subcontractor  (as  defined  by  the  Secretary  in  regulations)  in 
which  the  entity  directly  or  indirectly  has  a  5  per  centum  or  more 
ownership  interest [y  and  in  the  case  of  a  disclosing  entity  ivhieh  is  an 
independent  clinical  laboratory,  permit  the  Secretary  to  examine  its 
records  to  determine  whether  a  physician  has  billed  any  individual, 
has  billed  as  provided  under  section  1842(b)  (3)  (B)  (U),  or  has  billed 
a  State  plan  for  medical  assistance  approved  under  title  XIX  for 
diagnostic  laboratory  services  performed  by  such  laboratory  and  the 
^amount  charged  for  such  services. 
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PROCEDURES  FOR  DETERMINING  REASONABLE  COST  AND  CHARGES  FOR 
LABORATORY  SERVICES 

Sec.  1132.  In  determining  the  amount  of  any  payment  for  a  clinical 
laboratory  service  (other  than  such  a  service  which  is  provided  by  a 
clinical  laboratory  which  is  located,  in  a  hospital  and  which  provides 
service  primarily  in  connection  with  the  furnishing  by  the  hospital 
of  other  inpatient  or  outpatient  services)  furnished  under  title  XVIII, 
under  a  program  established  pursuant  to  title  Vs  or  under  a  State  plan 
for  medical  assistance  approved  under  title  XIX,  no  reimbursement 
will  be  available  for  any  element  of  the  cost  or  charge  for  such  service 
to  the  extent  that  such  element  is — ■ 

(/)  a  commission  (other  than  a  commission  paid  to  an  em- 
ployee of  a  clinical  laboratory  in  the  course  of  its  usual  and  cus- 
tomary business)  or  finder's  fee,  or 

(2)  an  amount  payable  for  any  facility  (or  part  or  activity 
thereof)  under  any  rental  or  lease  arrangement,  where  such 
amount  (A)  is  unrelated  or  disproportionate  to  the  market  value 
of  the  facility  (or  part  thereof),  or  (B)  is,  directly  or  indirectly, 
determined,  wholly  or  in  part,  as  a  per  centum,  fraction,  or  por- 
tion of  the  charge  or  cost  attributed  to  the  laboratory  service. 
******  # 

TITLE  XVIII— HEALTH  INSURANCE  FOR  THE  AGED  AND 

DISABLED 

*  *  *  »  *  *  * 

Part  A — Hospital  Insurance  Benefits  for  the  Aged  and  Disabled 
Description  of  Program 

*  *  *  #  *  *  * 

conditions  of  and  limitations  on  payment  for  services 
Requirement  of  Requests  and  Certifications 

Sec.  1814.  (a)  Except  as  provided  in  subsections  (d)  and  (g)  and 
in  section  1876,  payment  for  services  furnished  an  individual  may'  be 
made  only  to  providers  of  services  which  are  eligible  therefor  under 
section  1888  and  only  if — 

(1)  written  request,  signed  by  such  individual,  except  in  cases 
in  which  the  Secretary  finds  it  impracticable  for  the  individual 
to  do  so,  is  filed  for  such  payment  in  such  form,  in  such  manner, 
and  by  such  person  or  persons  as  the  Secretary  may  by  regulation 
prescribe,  no  later  than  the  close  of  the  period  of  3  calendar  years 
following  the  year  in  which  such  services  are  furnished  (deem- 
ing any  services  furnished  in  the  last  3  calendar  months  of  any 
calendar  year  to  have  been  furnished  in  the  succeeding  calendar 
year)  except  that  where  the  Secretary  deems  that  efficient  admin- 
istration so  requires,  such  period  may  be  reduced  to  not  less  than 
1  calendar  year ; 

(2)  physician  certifies  (and  recertifies,  where  such  services 
are  furnished  over  a  period  of  time,  in  such  cases,  with  such  fre- 
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quency,  and  accompanied  by  such  supporting  material,  appro- 
priate to  the  case  involved,  as  may  be  provided  by  regulations, 
except  that  the  first  of  such  re  certifications  shall  be  required  in 
each  case  of  inpatient  hospital  sendees  not  later  than  the  20th 
day  of  such  period)  that — 

(A)  in  the  case  of  inpatient  psychiatric  hospital  services, 
such  services  are  or  were  required  to  be  given  on  an  inpatient 
basis,  by  or  under  the  supervision  of  a  physician,  for  the 
psychiatric  treatment  of  an  individual:  and  (i)  such  treat- 
ment can  or  could  reasonably  be  expected  to  improve  the 
condition  for  which  such  treatment  is  or  was  necessary  or 
(ii)  inpatient  diagnostic  study  is  or  was  medically  required 
and  such  services  are  or  were  necessary  for  such  purposes ; 

(B)  in  the  case  of  inpatient  tuberculosis  hospital  services, 
such  services  are  or  were  required  to  be  given  on  an  inpatient 
basis,  by  or  under  the  supervision  of  a  physician,  for  the  treat- 
ment of  an  individual  for  tuberculosis;  and  such  treatment 
can  or  could  reasonably  be  expected  to  (i)  improve  the  con- 
dition for  which  such  treatment  is  or  was  necessary  or  (ii) 
render  the  condition  noncommunicable ; 

(C)  in  the  case  of  post-hospital  extended  care  services, 
such  services  are  or  were  required  to  be  given  because  the 
individual  needs  or  needed  on  a  daily  basis  skilled  nursing 
care  (provided  directly  by  or  requiring  the  supervision  of 
skilled  nursing  personnel)  or  other  skilled  rehabilitation 
services,  which  as  a  practical  matter  can  only  be  provided  in 
a  skilled  nursing  facility  on  an  inpatient  basis,  for  any  of 
the  conditions  with  respect  to  which  he  was  receiving  in- 
patient hospital  services  (or  services  which  would  constitute 
inpatient  hospital  services  if  the  institution  met  the  require- 
ments of  paragraphs  (6)  and  [9J  (10)  of  section  1861 
(e))  prior  to  transfer  to  the  skilled  nursing  facility  or  for 
a  condition  requiring  such  extended  care  services  which  arose 
after  such  transfer  and  while  he  was  still  in  the  facility  for 
treatment  of  the  condition  or  conditions  for  which  he  was 
receiving  such  inpatient  hospital  services : 

(D)  in  the  case  of  post -hospital  home  health  services,  such 
services  are  or  were  required  because  the  individual  is  or  was 
confined  to  his  home  (except  when  receiving  items  and  serv- 
ices referred  to  in  section  1861  (m)  (7))  and  needed  skilled 
nursing  care  on  an  intermittent  basis,  or  physical  or  speech 
therapy,  for  any  of  the  conditions  with  respect  to  which  he 
was  receiving  inpatient  hospital  services  (or  services  which 
would  constitute  inpatient  hospital  services  if  the  institution 
met  the  requirements  of  paragraphs  (6)  and  [9  J  (10)  of 
section  1861  (e) )  or  post-hospital  extended  care  services ;  a 
plan  for  furnishing  such  services  to  such  individual  has  been 
established  and  is  periodically  reviewed  by  a  physician :  and 
such  services  are  or  were  furnished  while  the  individual  was 
under  the  care  of  a  phvsician ;  or 

(E)  in  the  case  of  inpatient  hospital  services  in  connec- 
tion with  the  care,  treatment,  filling,  removal,  or  replacement 
of  teeth  or  structures  directly  supporting  teeth,  the  indi- 
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vidual,  because  of  his  underlying  medical  condition  and  clini- 
cal status,  requires  hospitalization  in  connection  with  the 
provision  of  such  dental  services ; 

Part  B — Supplementary  Medical  Insurance  Benefits  for  the 

Aged  and  Disabled 

*  *  *  *  *  *  * 

USE  OF  CARRIERS  FOR  ADMINISTRATION  OF  BENEFITS 

Sec.  1842.  (a)  *  *  * 

m  *  »  *  »  *  * 

(h)  If  a  physician? 8  hill  or  request  for  payment  on  behalf  of  a 
physician  includes  a  charge  to  a  patient  for  laboratory  services,  the 
payment  for  such  charge  shall  be  determined  as  folloics: 

(1)  If  the  bill  or  request  for  payment  indicates  that  the  phy- 
sician who  submitted  such  bill  or  for  whom  the  request  for  pay- 
ment was  submitted  personally  performed  or  supervised  the  per- 
formance of  such  services  or  that  another  physician  with  whom 
that  physician  shares  his  practice  personally  performed  or  super- 
vised such  services,  the  payment  shall  be  the  reasonable  charge  for 
such  services. 

(2)  If  the  bill  or  request  for  payment  indicates  that  such  serv- 
ices were  performed  by  a  laboratory,  identifies  such  lab oratory \ 
and  indicates  the  amount  the  laboratory  billed  the  physician  who 
submitted  such  bill  or  for  whom  the  request  for  payment  was- 
made,  payment  for  such  services  shall  be  the  loioer  of — 

(^L)  the  reasonable  charge  for  such  services  by  such  lab- 
oratory, or 

(B)  the  amount  so  billed  by  the  laboratory  plus  a  nominal 
fee  to  cover  the  physician's  cost  in  collecting  and  handling  the 
sample  on  ivhich  such  services  were  performed. 

(3)  If  the  bill  or  request  for  payment  (A)  does  not  indicate 
who  performed  such  services,  or  (B)  indicates  that  such  services 
were  performed  by  a  laboratory  but  does  not  identify  the  labora- 
tory or  include  the  amount  charged  by  the  laboratory,  payment 
shall  be  the  lowest  charge  at  which  the  carrier  estimates  such 
services  could  have  been  secured  by  a  physician  from  a  laboratory 
in  the  applicable  locality. 

*  *  *  *  *  *  * 

Part  C — Miscellaneous  Provisions 

DEFINITION  OF  SERVICES,  INSTITUTIONS,  ETC. 

Sec.  1861.  For  purposes  of  this  title — 


Spell  of  Illness 
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Hospital 

(e)  The  term  "hospital"  (except  for  purposes  of  sections  1814(d), 

1814(f)  and  1835(b),  subsection  (a)(2)  of  this  section,  paragraph 

(7)  of  this  subsection,  and  subsections  (i)  and  (n)  of  this  section) 

means  an  institution  which — 
*  *  * 

******* 

(8)  has  in  effect  an  overall  plan  and  budget  that  meets  the  re- 
quirements of  subsection  (z)  ;  [and] 

(9)  meets  applicable  Federal  or  State  licensing  requirements 
under  part  H  of  title  III  of  the  Public  Health  Service  Act  with 
respect  to  any  laboratory  (as  defined  in  subsection  (a)  (1)  of  such 
part  H  of  title  III)  which  is  a  part  of  the  institution  ;  and 

[9]  (10)  meets  such  other  requirements  as  the  Secretary  finds 
necessary  in  the  interest  of  the  health  and  safety  of  the  indi- 
viduals are  furnished  services  in  the  institution. 
For  purposes  of  subsection  (a)  (2),  such  term  includes  any  institution 
which  meets  the  requirements  of  paragraph  (1)  of  this  subsection.  For 
purposes  of  sections  1814(d)  and  1835(b)  (including  determination 
of  whether  an  individual  received  inpatient  hospital  services  or  diag- 
nostic services  for  purposes  of  such  sections),  section  1814(f)  (2),  and 
subsections  (i)  and  (n)  of  this  section,  such  term  includes  any  institu- 
tion which  (i)  meets  the  requirements  of  paragraphs  (5)  and  (7)  of 
this  subsection,  (ii)  is  not  primarily  engaged  in  providing  the  services 
described  in  section  1861  (j)  (1)  (A)  and  (iii)  is  primarily  engaged  in 
providing,  by  or  under  the  supervision  of  individuals  referred  to  in 
paragraph  (1)  of  section  1861  (r)  to  inpatients  diagnostic  services  and 
therapeutic  services  for  medical  diagnosis,  treatment,  and  care  of 
injured,  disabled,  or  sick  persons,  or  rehabilitation  services  for  the  re- 
habilitation of  injured,  disabled,  or  sick  persons.  For  purposes  of  sec- 
tion 1814(f)  (1) ,  such  term,  includes  an  institution  which  (i)  is  a  hos- 
pital for  purposes  of  sections  1814(d),  1814(f)  (2),  and  1835(b)  and 
(ii)  is  accredited  by  the  Joint  Commission  on  Accreditation  of  Hospi- 
tals, or  is  accredited  by  or  approved  by  a  program  of  the  country  in 
which  such  institution  is  located  if  the  Secretary  finds  the  accredita- 
tion or  comparable  approval  standards  of  such  program  be  essen- 
tially equivalent  to  those  of  the  Joint  Commission  on  Accreditation 
of  Hospitals.  Notwithstanding  the  preceding  provisions  of  this  sub- 
section, such  term  shall  not,  except  for  purposes  of  subsection  (a)  (2), 
include  any  institution  which  is  primarily  for  the  care  and  treatment 
of  mental  diseases  or  tuberculosis  unless  it  is  a  tuberculosis  hospital 
(as  defined  in  subsection  (g) )  or  unless  it  is  a  psychiatric  hospital  (as 
defined  in  subsection  (f ) ).  The  term  "hospital"  also  includes  a  Chris- 
tian Science  sanatorium  operated,  or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston,  Massachusetts,  but  only  with 
respect  to  items  and  services  ordinarily  furnished  by  such  institution 
to  inpatients,  and  payment  may  be  made  with  respect  to  services 
provided  by  or  in  such  an  institution  only  to  such  extent  and  under 
such  conditions,  limitations,  and  requirements  (in  addition  to  or  in 
lieu  of  the  conditions,  limitations,  and  requirements  otherwise  applica- 
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ble)  as  may  be  provided  in  regulations.  For  provisions  deeming  cer- 
tain requirements  of  this  subsection  to  be  met  in  the  case  of  accredited 
institutions,  see  section  1865. 

Psychiatric  Hospital 

(f)  The  term  "psychiatric  hospital"  means  an  institution  which — - 

(1)  is  primarily  engaged  in  providing,  by  or  under  the  super- 
vision of  a  physician,  psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  ill  persons ; 

(2)  satisfies  the  requirements  of  paragraphs  (3)  through  [9 J 
(10)  of  subsection  (e)  ; 

(3)  maintains  clinical  records  on  all  patients  and  maintains 
such  records  as  the  Secretary  finds  to  be  necessary  to  determine  the 
degree  and  intensity  of  the  treatment  provided  to  individuals  en- 
titled to  hospital  insurance  benefits  under  part  A ; 

(4)  meets  such  staffing  requirements  as  the  Secretary  finds  nec- 
essary for  the  institution  to  carry  out  an  active  program  of  treat- 
ment for  individuals  who  are  furnished  services  in  the  institu- 
tion; and 

(5)  is  accredited  by  the  Joint  Commission  on  Accreditation  of 
Hospitals. 

In  the  case  of  an  institution  which  satisfies  paragraphs  (1)  and  (2) 
of  the  proceeding  sentence  and  which  contains  a  distinct  part  which 
also  satisfies  paragraphs  (3)  and  (4)  of  such  sentence,  such  distinct 
part  shall  be  considered  to  be  a  "psychiatric  hospital"  if  the  institution 
is  accredited  by  the  Joint  Commission  on  Accreditation  of  Hospitals  or 
if  such  distinct  part  meets  requirements  equivalent  to  such  accredita- 
tion requirements  as  determined  by  the  Secretary. 

Tuberculosis  Hospital 

(g)  The  term  "tuberculosis  hospital"  means  an  institution  which — - 

(1)  is  primarily  engaged  in  providing,  by  or  under  the  super- 
vision of  a  physician,  medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis ; 

(2)  satisfies  the  requirements  of  paragraphs  (3)  through  [9] 
(10)  of  subsection  (e)  ; 

(3)  maintains  clinical  records  on  all  patients  and  maintains 
such  records  as  the  Secretary  finds  to  be  necessary  to  determine  the 
degree  and  intensity  of  the  treatment  provided  to  individuals  cov- 
ered by  the  insurance  program  established  by  part  A ; 

(4)  meets  such  staffing  requirements  as  the  Secretary  finds 
necessary  for  the  institution  to  carry  out  an  active  program  of 
treatment  for  individuals  who  are  furnished  services  in  the  insti- 
tution; and 

(5)  is  accredited  by  the  Joint  Commission  on  Accreditation  of 
Hospitals. 

In  the  case  of  an  institution  which  satisfies  paragraphs  (1)  and  (2)  of 
the  preceding  sentence  and  which  contains  a  distinct  part  which  also 
satisfies  paragraphs  (3)  and  (4)  of  such  sentence,  such  distinct  part 
shall  be  considered  to  be  a  "tuberculosis  hospital"  if  the  institution  is 
accredited  by  the  J oint  Commission  on  Accreditation  of  Hospitals  or 


69 


if  such  distinct  part  meets  requirements  equivalent  to  such  accredita- 
tion requirements  as  determined  by  the  Secretary. 

*  *  *  *  *  *  * 


Skilled  Nursing  Facility 

( j )  The  term  "skilled  nursing  facility"  means  (except  for  purposes 
of  subsection  (a)  (2) )  an  institution  (or  a  distinct  part  of  an  institu- 
tion) which  has  in  effect  a  transfer  agreement  (meeting  the  require- 
ments in  subsection  ( 1 ) )  with  one  or  more  hospitals  having  agree- 
ments in  effect  under  section  1866  and  which — 
^-j^  #  *  * 

#  He  *  *  ❖  *  * 

(15)  meets  such  other  conditions  relating  to  the  health  and 
safety  of  individuals  who  are  furnished  services  in  such  institu- 
tion or  relating  to  the  physical  facilities  thereof  (including  ap- 
plicable Federal  or  State  licensing  requirements  under  part  H 
of  title  III  of  the  Public  Health  Service  Act  with  respect  to  any 
laboratory  which  is  a  part  of  the  institution)  as  the  Secretary  may 
find  necessary  (subject  to  the  second  sentence  of  section  1863), 
except  that  the  Secretary  shall  not  require  as  a  condition  of  par- 
ticipation that  medical  social  services  be  furnished  in  any  such 
institution.  Notwithstanding  any  other  provision  of  law,  all  in- 
formation concerning  skilled  nursing  facilities  required  by  this 
subsection  to  be  filed  with  the  Secretary  shall  be  made  available 
to  Federal  or  State  employees  for  purposes  consistent  with  the 
effective  administration  of  programs  established  under  titles 
XVIII  andXIX  of  this  of  this  Act : 


Medical  and  Other  Health  Services 

(s)  The  term  "medical  and  other  health  services"  means  any  of  the 
following  items  or  services : 

( 1 )  physicians'  services ; 

(2)  (A)  services  and  supplies  (including  drugs  and  biologicals 
which  cannot,  as  determined  in  accordance  with  regulations,  be 
self -administered)  furnished  as  an  incident  to  a  physician's  pro- 
fessional service,  of  kinds  which  are  commonly  furnished  in 
physicians'  offices  and  are  commonly  either  rendered  without 
charge  or  included  in  the  physicians'  bills ; 

(B)  hospital  services  (including  drugs  and  biologicals  which 
cannot,  as  determined  in  accordance  with  regulations,  be  self- 
administered)  incident  to  physicians'  services  rendered  to  out- 
patients ; 

(C)  diagnostic  services  which  are — 

(i)  furnished  to  an  individual  as  an  outpatient  by  a  hos- 
pital or  by  others  under  arangements  with  them  made  by  a 
hospital,  and 

(ii)  ordinarily  furnished  by  such  hospital  (or  by  others 
under  such  arrangements)  to  its  outpatients  for  the  purpose 
of  diagnostic  study ; 
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(D)  outpatient  physical  therapy  services ;  and 

(E )  rural  health  clinic  services ; 

(3)  diagnostic  X-ray  tests  (including  tests  under  the  supervi- 
sion of  a  physician,  furnished  in  a  place  of  residence  used  as 
the  patient's  home,  if  the  performance  of  such  tests  meets  such 
conditions  relating  to  health  and  safety  as  the  Secretary  may  find 
necessary) ,  diagnostic  laboratory  tests,  and  other  diagnostic  tests ; 

(4)  X-ray,  radium,  and  radioactive  isotope  therapy,  including 
materials  and  services  of  technicians ; 

(5)  surgical  dressings,  and  splints,  casts,  and  other  devices  used 
for  a  reduction  of  fractures  and  disclocations ; 

(6)  durable  medical  equipment,  including  iron  lungs,  oxygen 
tents,  hospital  beds,  and  wheelchairs  (which  may  include  a  power- 
operated  vehicle  that  may  be  appropriately  used  as  a  wheelchair, 
but  only  where  the  use  of  such  a  vehicle  is  determined  to  be  nec- 
essary on  the  basis  of  the  individual's  medical  and  physical  condi- 
dition  and  the  vehicle  meets  such  safety  requirements  as  the  Sec- 
retary may  prescribe)  used  in  the  patient's  home  (including  an 
institution  used  as  his  home  other  than  an  institution  that  meets 
the  requirements  of  subsection  (e)(1)  or  (j)  (1)  of  this  section), 
whether  furnished  on  a  rental  basis  or  purchased ; 

(7)  ambulance  service  where  the  use  of  other  methods  of  trans- 
portation is  contraindicated  by  the  individual's  condition,  but 
only  to  the  extent  provided  in  regulations ; 

(8)  prosthetic  devices  (other  than  dental)  which  replace  all 
or  part  of  an  internal  body  organ  (including  colostomy  bags  and 
supplies  directly  related  to  colostomy  care)  including  replace- 
ment of  such  devices ;  and 

(9)  leg,  arm,  back,  and  neck  braces,  and  artificial  legs,  arms, 
and  eyes,  including  replacements  if  required  because  of  a  change 
in  the  patient's  physical  condition. 

[No  diagnostic  tests  performed  in  any  laboratory  which  is  independ- 
ent of  a  physician's  office,  a  rural  health  clinic,  or  a  hospital  (which, 
for  purposes  of  this  sentence,  means  an  institution  considered  a  hos- 
pital for  purposes  of  section  1814(d) )  shall  be  included  within  para- 
graph (3)  unless  such  laboratory — 

[(10)  if  situated  in  any  State  in  which  State  or  applicable 
local  law  provides  for  licensing  of  establishments  of  this  nature, 
(A)  is  licensed  pursuant  to  such  law,  or  (B)  is  approved,  by  the 
agency  of  such  State  or  locality  responsible  for  licensing  estab- 
lishments of  this  nature,  as  meeting  the  standards  established  for 
such  licensing ;  and 

[(11)  meets  such  other  conditions  relating  to  the  health  and 
safety  of  individuals  with  respect  to  whom  such  tests  are  per- 
formed as  the  Secretary  may  find  necessary.  J 
No  diagnostic  test  performed  in  any  laboratory  shall  he  included  in 
paragraph  (3)  unless  such  laboratory  meets  applicable  Federal  or 
State  licensing  requirements  under  part  H  of  title  III  of  the  Public 
Health  Service  Act.  There  shall  be  excluded  from  the  diganostic  serv- 
ices specified  in  paragraph  (2)  (C)  any  item  or  service  (except  services 
referred  to  in  paragraph  (1)  which— 
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[12 J  (10)  would  not  be  included  under  subsection  (b)  if  it  were 

furnished  to  an  inpatient  of  a  hospital ;  or 

[13]  (11)  is  furnished  under  arrangements  referred  to  in  such 

paragraph  (2)  (C)  unless  furnished  in  the  hospital  or  in  other 

facilities  operated  by  or  under  the  supervision  of  the  hospital  or 

its  organized  medical  staff. 
Xone  of  the  itme  and  services  referred  to  in  the  preceding  paragraphs 
(other  than  paragraphs  (1)  and  (2)  (A))  of  this  subsection  which  are 
furnished  to  a  patient  of  an  institution  which  meets  the  definition  of 
a  hospital  for  purposes  of  section  1814(d)  shall  be  included  unless 
such  other  conditions  are  met  as  the  Secretary  may  find  necesary  re- 
lating to  health  and  safety  of  individuals  with  respect  to  whom  such 
items  and  services  are  furnished. 

m  *****  * 

USE  OF  STATE  AGEXCTES  TO  DETERMIXE   COACPLIAXCE  BY  PROVIDERS  OF 
SERVICES  WITH  COXDITIOXS  OF  PARTICIPATIOX 

Sec.  1864.  (a)  The  Secretary  shall  make  an  agreement  with  any 
State  which  is  able  and  willing  to  do  so  under  which  the  services  of  the 
State  health  agency  or  other  appropriate  State  agency  (or  the  appro- 
priate local  agencies)  will  be  utilized  by  him  for  the  purpose  of 
determining  whether  an  institution  therein  is  a  hospital  or  skilled 
nursing  facility,  or  whether  an  agency  therein  is  a  home  health  agency, 
or  whether  a  facility  there  in  is  a  rural  health  clinic  as  defined  in  sec- 
tion 1861  (a)  (2),  or  whether  a  laboratory  meets  the  requirements  of 
[paragraphs  (10)  and  (11)  of  section  1861  (s)]  section  1861  (e)(9) 
and  the  second  sentence  of  section  1861  (s),  or  whether  a  clinic,  reha- 
bilitation agency  or  public  health  agency  meets  the  requirements  of 
subparagraph  (A)  or  (B) ,  as  the  case  may  be,  of  section  1861  (p)  (4)  / 
except  thai  the  Secretary  may  not  make  an  agreement  with  a  State 
under  this  sentence  for  the  purpose  of  determining  whether  a  labora- 
tory meets  the  requirements  of  the  second  sentence  of  section  1861  (s) 
or  the  requirements  of  section  1861(e)  (9)  (or  include  provision  for- 
such  purpose  in  amy  such  agreement)  unless  either  such  State  has  pri- 
mary enforcement  responsibility  for  the  regulation  of  clinical  labora- 
tories, as  determined  under  part  H  of  title  III  of  the  Public  Health 
Serviec  Act,  or  the  State  provides  assurances  satisfactory  to  the  Sec- 
retary that  it  will  implement  procedures  for  the  enforcement  of  such 
requirements.  To  the  extent  that  the  Secretary  finds  it  appropriate,  an 
institution  or  agency  which  such  a  State  (or  local)  agency  certifies  is  a 
hospital,  skilled  nursing  facility,  rural  health  clinic  or  home  health 
agency  (as  those  terms  are  defined  in  section  1861)  may  be  treated  as 
such  by  the  Secretary.  Any  State  agency  which  has  such  an  agreement 
may  (subject  to  approval  of  the  Secretary)  furnish  to  a  skilled  nursing 
facility  after  proper  request  by  such  facility,  such  specialized  consulta- 
tive services  (which  such  agency  is  able  and  willing  to  furnish  in  a 
manner  satisfactory  to  the  Secretary)  as  such  facility  may  need  to 
meet  one  or  more  of  the  conditions  specified  in  section  1861  (j).  Any 
such  services  furnished  by  a  State  agency  shall  be  deemed  to  have  been 
furnished  pursuant  to  such  agreement.  Within  90  days  following  the 
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completion  of  each  survey  of  any  health  care  facility,  rural  health 
clinic,  laboratory,  clinic,  agency,  or  organization  by  the  appropriate 
State  or  local  agency  described  in  the  first  sentence  of  this  subsection, 
the  Secretary  shall  make  public  in  readily  available  form  and  place  the 
pertinent  findings  of  each  such  survey  relating  to  the  compliance  of 
each  such  health  care  facility,  rural  health  clinic,  laboratory,  clinic, 
agency,  or  organization  with  (1)  the  statutory  conditions  of  participa- 
tion imposed  under  this  title  and  (2)  the  major  additional  conditions 
which  the  Secretary  finds  necessary  in  the  interest  of  health  and  safety 
of  individuals  who  are  furnished  care  or  services  by  any  such  health 
care  facility,  rural  health  clinic,  laboratory,  clinic,  agency,  or 
organization. 

******* 

TITLE  XIX— GRANTS  TO  STATES  FOR  MEDICAL 

ASSISTANCE  PROGRAMS 
******* 

STATE  PLANS  FOR  MEDICAL  ASSISTANCE 

Sec.  1902.  (a)  A  State  plan  for  medical  assistance  must — 
*  *  * 

(23)  except  in  the  case  of  Puerto  Rico,  the  Virgin  Islands,  and 
Guam,  provides  that  any  individual  eligible  for  medical  assist- 
ance (including  drugs)  may  obtain  such  assistance  for  any  in- 
stitution, agency,  community  pharmacy,  or  person,  qualified  to 
perform  the  service  or  services  required  (including  an  organiza- 
tion which  provides  such  services,  or  arranges  for  their  availabil- 
ity, on  a  prepayment  basis) ,  who  undertakes  to  provide  him  such 
services;  and  a  State  plan  shall  not  be  deemed  to  be  out  of  com- 
pliance with  the  requirements  of  this  paragraph  or  paragraph 

(I)  or  (10)  solely  by  reason  of  the  fact  that  the  State  (or  any  po- 
litical subdivision  thereof)  (A)  has  entered  into  a  contract  with 
an  organization  which  has  agreed  to  provide  care  and  services  in 
addition  to  those  offered  under  the  State  plan  to  individuals 
eligible  for  medical  assistance  who  reside  in  the  geographic  area 
served  by  such  organization  and  who  elect  to  obtain  such  care 
and  services  from  such  organization,  or  by  reason  of  the  fact  that 
the  plan  provides  for  payment  for  rural  health  clinic  services  only 
if  those  services  are  provided  by  a  rural  health  clinic,  or  (B) 
during  the  three-year  period  beginning  on  the  date  of  enactment 
of  the  Clinical  Laboratory  Improvement  Act  of  1978,  has  made 
arrangements  through  a  competitive  bidding  process  or  otherwise 
for  the  purchase  of  laboratory  services  referred  to  in  section  1905 
(a)  (-5).  if  the  Secretary/  has  found  that  (i)  adequate  services  will 
be  available  under  such  arrangements,  (ii)  suck  laboratory  serv- 
ices will  be  provided  only  through  laboratories  (I)  which  meet 
the  requirements  of  section  1861(e)  (9) ,  paragraphs  (10)  and 

(II)  of  section  1861  (s) ,  or  part  H  of  title  III  of  the  Public 
Health  Service  Act,  and  such  additional  requirements  as  the  Sec- 
retary may  require,  and  (II)  no  more  than  75  per  centum  of 
whose  charges  for  such  services  are  for  services  provided  to  in- 
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■dividuals  who  are  entitled  to  benefits  under  this  title  or  under  part 
A  or  part  B  of  title  XVIII,  and  (Hi)  charges  for  services  pro- 
vided under  such  arrangements  are  made  at  the  loioest  rate 
charged  (determined  without  regard  to  administrative  costs 
costs  which  are  related  solely  to  the  method  of  reimbursement  for 
such  services)  for  comparable  services  by  the  provider  of  such 
services,  or,  if  charged  for  on  a  unit  price  basis,  such  charges  re- 
sult in  aggregate  expenditures  not  in  exces  of  expenditures  that 
would  be  made  if  charges  were  at  the  lowest  rate  charged  for  com- 
parable services  by  the  provider  of  such  services', 

*  *  *  *  *  * 

(28)  provide  that  any  skilled  nursing  facility  receiving  pay- 
ments under  such  plan  must  satisfy  all  of  the  requirements  con- 
tained in  section  1861  (j).  except  that  the  exclusion  contained 
therein  with  respect  to  institutions  which  are  primarily  for  the 
care  and  treatment  of  mental  diseases  and  tuberculosis  shall  not 
apply  for  purposes  of  this  title  .  and  provide  that  any  laboratory 
services  paid  for  under  such  plan  must  be  provided  by  a  labora- 
tory which  during  the  three-year  period  beginning  on  the  date 
of  enactment  of  the  Clinical  Laboratory  Improvement  Act  of 
1978  meets  the  requirements  of  section  1861(e)  (9)  or  paragraphs 
(10)  and  (11)  of  section  1861  (s)  and  after  the  expiration  of  such 
period  is  licensed  in  accordance  with  part  H  of  title  III  of  the 
Public  Health  Service  Act; 

******* 

(30)  provide  such  methods  and  procedures  relating  to  the  uti- 
lization of.  and  the  payment  for,  care  and  services  available  under 
the  plan  (including  but  not  limited  to  utilization  review  plans  as 
provided  for  in  section  1903 (i  )  (4) )  as  may  be  necessary  to  safe- 
guard against  unnecessary  utilization  of  such  care  and  services 
and  to  assure  that  payments  (including  payments  for  any  drugs 
provided  under  the  plan)  are  not  in  excess  of  reasonable  charges 
consistent  with  efficiency,  economy,  and  quality  of  care  and.  in 
the  case  of  laboratory  services  referred  to  in  section  190-5 (a)  (3), 
such  payments  do  not  exceed  the  lowest  amount  charged  (deter- 
mined without  regard  to  administrative  costs  which  are  related 
solely  to  the  method  of  reimbursement  for  such  services)  to  any 
person  or  entity  for  such  services  by  that  provider  of  laboratory 
services; 

******* 

(39)  provide  that,  subject  to  subsection  (g),  whenever  the 
single  State  agency  which  administers  or  supervises  the  adminis- 
tration of  the  State  plan  is  notified  by  the  Secretary  under  section 
1862(e)  (2)  (A)  that  a  physician  or  other  individual  practitioner 
has-been  suspended  from  participation  in  the  program  under  title 
XVIII,  the  agency  shall  promptly  suspend  such  physician  or 
practitioner  from  participation  in  the  plan  for  not  less  than  the 
period  specified  in  such  notice,  and  no  payment  may  be  made 
under  the  plan  with  respect  to  any  item  or  service  furnished  by 
such  phvsician  or  practitioner  during  the  period  of  the  suspen- 
sion under  this  title:  [and] 
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(40)  require  eacli  health  services  facility  or  organization 
which  receives  payments  under  the  plan  and  of  a  type  for  which 
a  uniform  reporting  S3Tstem  has  been  established  under  section 
1121(a)  to  make  reports  to  the  Secretary  of  information  de- 
scribed in  such  section  in  accordance  with  the  uniform  reporting 
system  (established  under  such  section)  for  that  type  of  facility 
or  organization  [;  ancT\ 

(41)  if  the  State  plan  makes  provision  for  payment  to  a  physi- 
cian for  laboratory  services  the  performance  of  which  such  physi- 
cian (or  any  other  physician  with  whom  he  shares  his  practice) 
did  not  personally  perform  or  supervise,  include  provision  to 
insure  that  payment  under  the  State  plan  for  such  laboratory 
services  not  exceed  the  payment  authorized  for  such  services  by 
section  1842(h). 

*  *  *  *  *  *  * 

EFFECT  OF  ACCREDITATION 

Sec.  1865.  (a)  Except  as  provided  in  subsection  (b)  and  the  second 
sentence  of  section  1863,  if — 

(1)  an  institution  is  accredited  as  a  hospital  by  the  Joint  Com- 
mission on  Accreditation  of  Hospitals,  and 

(2)  such  institution  (if  it  is  included  within  a  survey  described 
in  section  1864(c))  authorizes  the  Commission  to  release  to  the 
Secretary  (on  a  confidential  basis)  upon  his  request  (or  such 
State  agency  as  the  Secretary  may  designate)  a  copy  of  the  most 
current  accreditation  survey  of  such  institution  made  by  such 
Commission, 

then,  such  institution  shall  be  deemed  to  meet  the  requirements  of  the 
numbered  paragraphs  of  section  1861(e)  ;  except — 

(3)  paragraph  (6)  thereof,  [and] 

(If)  paragraph  (9)  thereof,  and 

[(4)3(5)  any  standard,  promulgated  by  the  Secretary  pur- 
suant to  paragraph  (9)  thereof,  which  is  higher  than  the  require- 
ments prescribed  for  accreditation  by  such  Commission. 
If  such  Commission,  as  a  condition  for  accreditation  of  a  hospital, 
requires  a  utilization  review  plan  (or  imposes  another  requirement 
which  serves  substantially  the  same  purpose) ,  imposes  standards  with 
respect  to  laboratories  which  the  Secretary  (and,  the  applicable  State 
agency  designated  in  accordance  with  Section  37 4(a)  (6)  of  the  Pub- 
lic Health  Service  Act,  in  the  case  of  any  laboratory  in  a  State  which 
has  primary  enforcement  responsibility  under  part  H  of  title  III  of 
such  Act)  determines  are  at  least  equivalent  to  the  national  standards 
for  clinical  laboratories  in  effect  under  section  371  of  such  Act,  or 
imposes  a  standard  which  the  Secretary  determines  is  at  least  equiva- 
lent to  the  standard  promulgated  by  the  Secretary  as  described  in 
paragraph  [(4)  J  (5)  of  this  subsection,  the  Secretary  is  authorized 
to  find  that  all  institutions  so  accredited  by  such  Commission  comply 
also  with  section  1861(e)(6).  section  1861(e)(9),  or  the  standard 
described  in  such  paragraph  [(4)  "J  (5),  as  the  case  may  be.  In  addi- 
tion, if  the  Secretary  (and  the  applicable  State  agency  designated  in 
accordance  ivith  Section  374(a)  (6)  of  the  Public  Health  Service  Act, 
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to  the  extent  that  licensing  requirements  for  laboratories  under  part 
H  of  title  III  of  such  Act,  as  specified  in  section  1861(e)  (9)  or  1861 
(j)  (15)  of  this  Act,  are  involved,  if  the  institution  or  agency  is  lo- 
cated in  a  State  which  has  primary  enforcement  responsibility  under 
part  H  of  title  III  of  such  Act)  finds  that  accreditation  of  an  insti- 
tution or  agency  by  the  American  Osteopathic  Association  or  any 
other  national  accreditation  body  provides  reasonable  assurance  that 
any  or  all  of  the  conditions  of  section  1861  (e),  (j),  or  (o),  as  the 
case  may  be,  are  met,  he  may,  to  the  extent  he  deems  it  appropriate, 
treat  such  institution  or  agency  as  meeting  the  condition  or  conditions 
with  respect  to  which  he  made  such  finding. 

******* 


DISSECTING  VIEWS 


The  Clinical  Laboratory  Improvement  Act  (H.E.  10909)  brings, 
the  Department  of  Health,  Education  and  Welfare  into  the  business 
of  regulating  the  activities  of  intrastate  clinical  laboratories  on  the 
basis  that  HEW  will  do  a  better  job  than  is  being  done  now  of  lower- 
ing the  error  ratio  of  work  performed  in  those  laboratories. 

The  validity  of  the  studies  estimating  the  error  ratio  is  question- 
able. There  is  a  range  of  from  15  to  50  percent  error  rate  depending 
on  the  source  of  the  study  and  how  it  was  conducted.  Therefore, 
neither  the  need  for  federal  involvement  in  this  area  has  been  suffi- 
ciently justified,  nor  has  evidence  been  presented  to  demonstrate  that 
HEW  will  reduce  the  error  rate  of  clinical  labs. 

What  is  known  and  proven  is  that  when  the  Federal  Government 
involves  itself  in  the  private,  sector,  the  industry  burdened  incurs 
increased  costs  and  paperwork  in  complying  with  new  government 
regulations.  These  costs  are  passed  on  to  the  consumer.  One  out  of 
every  10  health  care  services  dollars  is  spent  on  clinical  laboratory 
tests.  With  medical  costs  spiraling,  it  makes  little  sense  to  expand 
HEW's  responsibilities  which  will  inevitably  result  in  higher  medical 
costs  without  a  cost/benefit  ratio  being  established. 

At  a  time  when  the  country  is  suffering  from  high  medical  costs 
and  excessive  federal  regulations,  it  is  ill-advised  to  enact  legislation 
exacerbating  both  problems.  It  would  behoove  the  Congress  to  demand 
a  convincing  cost/benefit  ratio  study,  and  I  have  not  seen  such  a  study 
justif  ying  the  Clinical  Laboratory  legislation. 

The  issue  involved  here  is  not  whether  or  not  clincial  laboratory 
errors  should  be  reduced.  No  one  wants  errors  in  the  health  care  field. 
Instead,  the  issue  is  whether  this  can  best  be  accomplished  through  a 
law  expanding  the  federal  bureaucracy  and  the  cost  of  laboratory 
services.  I  have  seen  nothing  to  prove  that  the  Government  will  bring 
about  improvements  in  clinical  labs  and  at  a  reasonable  cost. 

Therefore,  I  urge  my  collegues  to  vote  against  H.E.  10909  because 
it  will  increase  costs  to  the  medical  consumer  and  the  taxpayer  by- 
virtue  of  expanding  the  bureaucracy  with  no  provable  benefits. 

W.  Hexson  Moore,  M.C. 
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SEPAEATE  VIEWS  ON  H.R,  10909,  CLINICAL  LABORATORY 
IMPROVEMENT  ACT  OF  1978  OF  MESSRS.  DEVINE,  COL- 
LINS OF  TEXAS,  AND  MADIGAN 

OVERVIEW 

The  Clinical  Laboratory  Improvement  Act  of  1967  has  resulted  in 
the  licensing  by  the  Federal  Government  of  those  approximately  900 
laboratories  in  this  country  which  are  engaged  in  interstate  commerce. 

H.R.  10909,  as  amended,  the  Clinical  Laboratory  Improvement  Act 
of  1978  would  extend  the  regulatory  power  of  the  Department  of 
HEW  to  encompass  thousands  of  intrastate  laboratories.  More  than 
13,000  hospitals  and  independent  laboratories  would  be  subject  to  the 
bill,  not  to  mention  the  requirements  placed  on  most  of  the  physicians, 
dentists,  and  podiatrists  who  are  involved  with  testing  specimens  as  a 
condition  to  their  continued  exemption.  Despite  the  fact  that  a  major- 
ity of  the  States  now  regulate  clinical  laboratories  within  their  juris- 
diction, it  is  alleged  that  HEW  could  better  supervise  these  activities 
than  the  several  States.  Contrary  to  the  expressed  findings  of  the  Com- 
mittee, we  are  far  from  convinced  that  intrastate  compliance  with  lab- 
oratory standards  made  mandatory  by  this  legislation  is  necessary  to 
prevent  depressing  interstate  commerce  or,  indeed,  that  all  clinical  lab- 
oratory testing  substantially  affects  interstate  commerce. 

A  prominent  aspect  of  this  legislation  is  that  the  justificaion  for  it 
is  feeble.  That  is,  the  fraud  and  abuse  provisions  contained  in  the 
original  bill  introduced  last  spring  largely  have  been  subsumed  in  the 
recently  enacted  Public  Law  95-142.  Further,  the  allegations  of  unac- 
ceptable error  rates  which  provide  most  of  whatever  impetus  remains 
for  the  bill  are  highly  suspect  in  that  they  are  primarily  bottomed 
upon  a  questionable  estimation  not  of  recent  vintage  by  the  Center  for 
Disease  Control,  as  well  as  an  extrapolation  from  an  outdated  National 
Bureau  of  Standards  study  (1973)  of  limited  scope  which  contains 
numerous  conveniently  ignored  caveats  as  to  proper  conclusions  to  be 
drawn  therefrom.  As  witness  a  recent  Massachusetts  investigation  into 
an  HEW  laboratory  error  statement  (see  appendix),  there  is  ample 
evidence  that  such  allegations  are  quite  suspect. 

Laboratory  costs  represent  about  ten  percent  of  every  dollar  spent 
for  health  care  services.  An  indication  of  the  extensive  effect  of  this 
prospective  legislation  on  that  segment  of  health  care  costs  can  be 
gleaned  from  the  HEW  regulatory  impact  statement  on  a  similar  re- 
ported bill  in  the  Senate  (S.  705), "which  is  contained  in  pages  32-42 
of  Senate  Report  No.  95-360.  To  illustrate  but  a  few  among  the  many 
economic  ramifications  of  that  legislation,  consider  the  following: 

The  2,000  smaller  accredited  hospitals  of  100  beds  or  less  and  the 
1,900  nonaccreclited  hospitals  may  be  required  to  employ  an  addi- 
tional qualified  technologist  at  a  total  cost  of  over  $50  million. 
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There  will  be  a  significant  but  presently  incalculable  cost  from 
the  burdens  of  proficiency  examinations  and  practical  examina- 
tions. 

The  proficiency  testing  requirement  which  is  mandatory  with 
some  laboratories  and  could  be  made  applicable  to  many  thousands 
of  otherwise  exempt  laboratories  costs  about  $300  per  facility.  Not 
counting  dentists  and  podiatrists  the  cost  for  retention  of  exemp- 
tions for  physicians  could  reach  over  $21  million. 
One  of  the  ironies  of  this  legislation  is  that  it  affects  one  of  the  more 
competitive  components  of  the  health  care  industry.  Indeed,  while 
health  care  costs  have  been  climbing  dramatically  in  recent  years,  the 
marketplace  competition  among  laboratories  has  caused  a  lower  price 
rise  in  that  sector  of  the  health  field  than  in  many  others.  This  was 
clearly  shown  in  testimony  given  by  the  American  Clinical  Laboratory 
Association  on  a  different  bill  before  the  Subcommittee  on  Health  and 
Environment  on  February  2, 1978.  Lesser  competition  and  higher  costs 
could  result  if  the  burden  of  regulation  forces  an  increasing  concentra- 
tion of  laboratories  in  the  market  because  smaller  ones  will  not  be  able 
to  absorb  the  costs  as  readily. 

Another  anomalous  situation  arises  from  the  fact  that  proponents  of 
this  bill  admit  that  the  quality  of  laboratory  services  is  considerably 
better  than  it  was  a  decade  ago.  Yet,  the  level  of  improvement  is  not 
to  be  the  basis  for  encouragement  but  for  more  regulation.  Naturally, 
in  a  classic  post  hoc,  ergo  propter  hoe  fallacy  (after  this,  therefore  be- 
cause of  this)  credit  for  this  enhancement  is  usually  given  to  the  Clin- 
ical Laboratory  Improvement  Act  of  1967.  We  regret  any  inaccuracies 
in  laboratory  tests,  but  are  not  persuaded  that  existing  error  rates  will 
be  eliminated  by  the  increased  regulation  contemplated  by  this  bill.  In 
light  of  experience  involving  HEW  administration,  there  is  every 
prospect  that  quality  controls  imposed  by  competitive  market  pres- 
sures would  be  far  more  effective. 

WARRANTLESS  SEARCH 

Sec,  376(b)  (3)  of  H.E.  10909  attempts  to  authorize  designees  of  the 
Secretary  of  HEW  to  enter  a  laboratory  and  conduct  an  inspection  of 
a  clinical  laboratory  without  obtaining  a  search  warrant  from  a  judi- 
cial officer. 

Aside  from  general  concern  about  governmental  intrusion  into  the 
privacy  of  individuals,  we  believe  that  such  warrantless  searches  are  in 
consonance  with  neither  the  spirit  of  the  fourth  amendment  nor  a  line 
of  pertinent  Supreme  Court  decisions.  These  decisions  must  be  relied 
upon  unless  clarified  in  the  case  of  Marshall  v.  Barlow<s  Inc.  which  was 
argued  before  the  Supreme  Court  last  January.  Barlow  had  won  on  his 
contention  in  the  lower  court  that  the  OSHA  warrantless  search  was 
unconstitutional. 

The  Supreme  Court  decision  of  Frank  v.  Maryland,  359  U.S.  360 
(1959)  which  upheld  an  administrative  warrantless  health  inspection 
was  expressly  overruled  in  that  regard  by  Oamara  v.  Municipal  Court, 
387  U.S.^  523  (1967).  The  Oamara  case  stands  for  the  proposition  that 
"except  in  certain  carefully  defined  classes  of  cases,  a  search  of  private 
property  without  proper  consent  is  'unreasonable'  unless  it  has  been 
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authorized  by  a  valid  search  warrant."  387  U.S.  528-529.  Another  opin- 
ion, handed  down  at  the  same  time.  See  v.  City  of  Seattle,  387  U.S.  541 
(1967) ,  extended  the  Camara  principle  to  include  commercial  premises, 
to  wit :  "The  businessman,  like  the  occupant  of  a  residence,  has  a  consti- 
tutional right  to  go  about  his  business  free  from  unreasonable  official 
entries  upon  his  private  commercial  property.  The  businessman,  too, 
has  that  right  placed  in  jeopardy  if  the  decision  to  enter  and  inspect  for 
violation  of  regulatory  laws  can  be  made  and  enforced  by  the  inspector 
in  the  field  without  official  authority  evidenced  by  a  warrant."  387  U.S. 
543. 

Subsequently,  the  Supreme  Court  in  Colonnade  Catering  Corp.  v. 
United  States,  397  U.S.  72  (1970)  and  United  States  v.  Biswell,  406 
U.S.  311  (1972)  indicated  that  pervasive  regulation  and  licensing  in 
the  liquor  and  firearms  business  justified  warrantless  search  in  those 
instances.  However,  the  majority  opinions  in  those  cases  were  grounded 
on  several  points,  at  least  two  of  which  cannot  be  made  in  this  instance. 
First,  here  there  has  been  no  history  of  an  industry  long  subject  to  close 
supervision  and  inspection.  Second,  here  there  is  no  urgent  Federal 
interest  in  the  furtherance  of  which  warrantless  inspections  are  neces- 
sary for  effective  enforcement  of  the  law.  This  is  so  because  there  are 
other  less  intrusive  and  oppressive  methods  of  accomplishing  the  in- 
tended result  of  accurate  and  reliable  laboratory  results  (i.e..  profi- 
ciency tests,  encouragement  of  employee  complaints,  satisfactory 
assurances  that  qualified  personnel  are  employed,  and  such  other  re- 
quirements as  HEW  determines  necessary  to  assure  consistent  per- 
formance) .  These  methods  are  contained  in  the  bill.  As  stated  in  Ca- 
mara at  533,  "the  question  is  not  whether  the  public  interest  justifies 
the  type  of  search  in  question,  but  whether  the  authority  to  search 
should  be  evidenced  by  a  warrant,  which  in  turn  depends  in  part  upon 
whether  the  burden  of  obtaining  a  warrant  is  likely  to  frustrate  the 
governmental  purpose  behind  the  search." 

In  light  of  the  flexible  probable  cause  for  an  administrative  search 
established  by  Camara  and  considering  that  the  warrant  proceeding  is 
an  ex  parte  one,  it  hardly  can  be  argued  that  obtaining  a  warrant  would 
frustrate  the  governmental  purpose.  The  rationale  of  an  anonymous 
saying  quoted  in  Barlow'1  s,  Inc.  v.  Usery  424  F.  Supp.  437.  441  (1976) 
is  appropriate  here,  as  follows :  "Expediency  is  the  argument  of  ty- 
rants, it  precedes  the  loss  of  every  human  liberty." 

HEW  INSPECTION  WHERE  STATE  HAS  PRIMARY  ENFORCEMENT 
RESPONSIBILITY 

In  new  section  376(b)  (4)  there  is  a  provision  that  was  not  in  the  bill 
as  introduced  on  April  6, 1977.  We  regret  that  it  is  in  the  bill  that  was 
reported  from  the  committee.  The  provision  allows  the  Secretary  or  his 
designee  to  conduct  inspections  of  clinical  labs  in  those  states  which 
exercise  primary  enforcement  responsibility  in  order  to  determine  if 
such  labs  are  in  compliance  with  applicable  state  standards. 

Remember  that  one  of  the  requirements  for  a  State  to  exercise  pri- 
mary responsibility  is  for  it  to  be  able  to  enforce  its  standards  by  such 
monitoring  and  inspections  as  the  Secretary  may  require  by  regula- 
tion. Further,  the  State  must  keep  such  records  and  make"  such  re- 


80 


ports  of  its  activities  as  the  Secretary  may  require  by  regulation. 
These  requirements  should  enable  him  to  determine  if  a  State  meets 
the  requirements  of  primary  enforcement  responsibility.  If  the  State 
is  not  meeting  the  requirements  it  can  be  required  to  do  so ;  otherwise, 
it  would  not  be  able  to  exercise  primary  enforcement.  But  to  permit 
the  Secretary  to  inspect  where  primary  enforcement  responsibility  is 
exercised  by  the  State  undermines  the  very  concept  of  primary  en- 
forcement and  evinces  a  minimal  trust  in  State  responsibility. 

CONTINUED  COMPETENCE 

Sec.  101  of  the  bill  provides  a  new  section  371  to  the  Public  Health 
Service  Act  that  sets  out  the  parameters  of  the  national  standards  for 
clinical  laboratories.  Among  the  requirements  under  national  stand- 
ards is  that  whereby  the  Secretary  of  HEW,  by  regulation,  must  pre- 
scribe qualifications  designed  to  insure  the  continued  competence  of 
directors,  supervisors,  and  technologists. 

We  view  this  broad  authority  as  a  prime  example  of  overkill.  Con- 
sider that  the  Secretary  must,  under  this  legislation,  prescribe  an  ap- 
propriate combination  of  education,  training,  experience,  and  exami- 
nation for  such  personnel.  Additionally,  he  must  require  the  labs 
for  which  such  individuals  are  responsible  to  perform  satisfactorily 
on  periodic  proficiency  tests. 

Why  then  is  it  necessary  to  provide  continued  competence  authority 
as  well  ?  For,  the  true  continued  competence  of  the  individuals  will 
be  measured  by  the  periodic  proficiency  tests  of  the  laboratory.  If 
satisfactory  performance  is  not  demonstrated,  then  the  lab  could  have 
its  license  revoked  or  suspended. 

TECHNICIANS 

We  believe  that  it  is  unnecessary  for  technicians  to  have  explicit 
recognition  in  this  legislation.  We  assert  this  not  to  dismay  those  who 
seek  to  create  a  guild  system  by  this  bill,  but  to  limit  the  scope  of  the 
bill  when  it  is  clearly  desirable  to  do  so. 

Under  national  standards  in  the  proposed  new  section  371  to  the 
Public  Health  Service  Act,  laboratories  must  be  staffed  by  directors, 
supervisors,  and  technologists  whose  appropriate  qualifications  are  to 
be  set  forth  by  HEW  regulations.  Also,  the  laboratories  must  per- 
form satisfactorily  on  periodic  proficiency  tests  or  else  their  licenses 
are  jeopardized.  What  sense,  then,  does  it  make  to  require  supervisory 
personnel  to  evaluate  through  periodic  practical  exams  or  by  com- 
parable methods,  in  accordance  with  HEW  guidelines,  the  proficiency 
of  lab  technicians  (that  is,  those  who  are  not  required  to  exercise  in- 
dependent judgments  during  their  lab  work)  ?  This  has  the  effect 
of  replacing  the  judgment  of  qualified  personnel  with  that  of  HEW. 

PROFICIENCY  TESTING  IN  CERTAIN  EXEMPT  LABS 

In  section  103(b)  (1)  (A)  of  the  bill,  it  is  proposed  that  the  Secre- 
tary be  allowed,  based  on  a  study,  to  require  as  a  condition  to  the 
exemption  of  clinical  labs  located  in  the  offices,  or  supervised  by,  not 
more  than  a  group  of  five  licensed  physicians,  dentists,  or  podiatrists 
that  such  labs  participate  in  proficiency  testing  programs  approved 
by  the  Secretary. 
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It  is  true  that  the  Secretary  first  must  determine  that  results  from 
laboratories  participating  in  testing  are  statistically  significantly  more 
medically  reliable  than  the  results  of  those  who  are  not.  However, 
what  is  considered  significant  is  left  to  the  discretion  of  the  Secretary. 

Previously  in  the  legislation  that  was  introduced  on  April  6,  1977. 
all  the  Secretary  could  do  was  to  make  a  report  to  Congress  setting 
forth  his  recommendations.  We  believe  that  is  a  more  prudent  course 
prior  to  possible  costly  expansion  of  the  reach  of  the  Secretary's  power 
over  exempt  labs. 

EMPLOYEE  PROTECTION 

One  of  the  unfortunate  provisions  of  this  bill  is  that  portion  of  new 
section  376  which  purports  to  provide  for  employee  protection.  Actu- 
ally, employee  perpetuation  would  be  a  more  apt  characterization.  Xo 
employer  could  discharge  or  otherwise  penalize  any  employee  because 
such  employee  assisted  or  participated  in  any  action  to  carry  out  any 
of  the  purposes  of  the  bill.  Needless  to  say,  an  involved  administra- 
tive and  judicial  procedure  is  set  forth  to  implement  this  provision. 

The  recent  unfortunate  fact  that  similar  sections  were  enacted  in 
the  Clean  Air  Act  and  the  Safe  Drinking  Water  Act  are  scarcely 
supportive  of  the  efficacy  of  such  a  provision.  For,  these  unwelcome 
precedents  have  not  yet  been  digested  by  real  world  experience. 

This  part  of  the  bill  could  greatly  complicate  employer-employee 
relations  by  making  it  more  difficult  to  dislodge  incompetent  or  un- 
suitable employees  because  of  the  spectre  of  a  burdensome  discharge 
process.  Perhaps  it  would  be  indelicate  to  dwell  at  length  upon  the 
obvious  potential  for  blackmail  by  disgruntled  employees. 

Samuel  L.  Devine. 
James  M.  Collins.  (Tex) 
Edward  R.  Madigan. 

Appendix — Proceedings  or  the  Council 

REPORT  OF  THE  AD  HOC  COMMITTEE  TO  INVESTIGATE  THE  DEPARTMENT  OF 
HEALTH,  EDUCATION  AND  WELFARE  8-2  5  PERCENT  LABORATORY  ERROR 
STATEMENT 

A.  Purpose 

At  its  meeting  of  October  13,  1976,  the  Council  of  the  Massachu- 
setts Medical  Society  voted  to  refer  a  resolution  calling  for  a  study  of 
certain  laboratory  procedures  to  committee.  Such  committee  was  to 
determine  the  applicability  within  the  Commonwealth  of  a  Depart- 
ment of  Health,  Education  and  Welfare  allegation  that  8-25%  of 
laboratory  tests  are  in  error. 

B.  Definition  of  error 

Since  any  set  of  measurements  is  subject  to  analytical  variation, 
the  term  "error"  requires  definition.  The  committee  defines  clinical 
laboratory  error  as  a  deviation  from  a  true  value  of  sufficient  magni- 
tude as  to  have  the  potential  to  mislead  a  physician  with  regard  to 
diagnosis,  management  or  therapy.  Limits  of  such  medically  accept- 
able variation  were  determined  for  each  procedure  both  by  reference 
to  the  medical  literature  (1,  2,  3)  and  by  informal  clinician  surveys 
conducted  by  members  of  the  committee. 
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C.  Data  sources 

1.  Regional  Quality  Control  Program  of  the  Massachusetts  Society 
of  Pathologists  (MSPRQCP).  Approximately  170  laboratories  with- 
in the  Commonwealth  participate. 

2.  Laboratory  Improvement  Program  of  the  Massachusetts  De- 
partment of  Public  Health  (MLIP). 

3.  College  of  American  Pathologists  Proficiency  Surveys  (CAP 
Survey).  Material  from  these  surveys  is  national  in  scope  with  up  to 
8,000  laboratories  participating.  Since  results  for  Massachusetts  lab- 
oratories could  not  be  extracted  from  the  overall  data,  such  data  have 
inferential  value  only. 

4.  Center  for  Disease  Control  and  Bureau  of  Biologies  of  the  Food 
and  Drug  Administration.  Nationwide  survey  material  for  hepatitis 
B  antigen  testing.  As  with  the  material  from  the  College  of  Ameri- 
can Pathologists  Proficiency  Surveys,  results  for  Massachusetts  lab- 
oratories could  not  be  extracted  from  the  overall  data  and  such  data 
therefore,  similarly  has  inferential  value. 

D.  Findings  and  interpretations 

1.  Hemoglobin 

Medically  acceptable  variation :  ±  1.0  g/dl.  at  14  g/dl.  level  =h  (7%) 
MSPRQCP: 

Mean  14.0  g/dl. 

SD  0.25  g/dl. 

Ave.  CV  1.8% 

CAP  Survey  ( Set  H-B  1976 ) : 
"True"  mean  (Cyanmethemo- 

globin)    11.1. 

"All  methods"  mean   10.9. 

Deviation   —0.2  g/dl. 

(1.8%)-. 

Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participat- 
ing laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  1  %  of  the  time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  of  ali  methods  from  the  "true"  mean  value  to  be  with- 
in acceptable  limits, 

(c)  The  DHEW  error  rate  allegation  of  8-25%  appears  invalid 
for  hemoglobin. 

2.  Hematocrit 

Medically  acceptable  variation :  =fc  3.0  hct.  units  at  44  hct.  unit  level 
(±  7%) 

MAY  18,  1977 

MSPRQCP: 

Mean  43.6  hct.  units. 

SD  1.02  hct.  units. 

Ave.  CV  2.3%. 

CAP  Survey  (Set  H-B  1976): 

"True"    value    (microhemato-    32.6  hct.  units, 
crit) . 

Mean  "all  methods"   33.9  hct,  units. 

Deviation   1.3  hct,  units.  (4%). 
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Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participat- 
ing laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  1%  of  the  time. 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  of  all  methods  from  the  "true"  mean  value  to  be  within 
acceptable  limits. 

(r)  The  DHEW  error  rate  allegation  of  8-25%  appears  invalid 
for  hematocrit. 

3.  White  Blood  Count 

Medically  acceptable  variation  :  ±  1000  cells/ccm.  at  7000  cells/cmm. 
level  (±14%) 

MSPRQGP: 

Mean  7.3  X  103/cmm. 

SD  0.28X10Vcm. 

Ave.  CV  3.8%. 

CAP  Survey  (Set  H-B  1976)  : 
"True    value     (Coulter  par- 
ticle Counter) .  13.8. 

Mean  all  methods   13.4. 

Deviation   —  400cells/cmm. 

(-2.9%). 

Interpretation 

(  a)  Precision  :  based  on  the  MSP  data,  the  average  participat- 
ing laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  1  %  of  the  time. 

{h)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  of  "all  methods"  from  the  "true"  mean  to  be  within 
acceptable  limits. 

(c)  The  DHEW  error  rate  allegation  of  8-25  appears  invalid 
for  White  Blood  Count. 

4.  Prothrombin  Time 

Medicallv  acceptable  variation:  ±  1.5  sees,  at  12  sec.  (±  12%) 
MSPRQCP: 

Mean  11.8  sees. 

SD  0.43  sees. 

Ave.  CV  3.7%. 

CAP  Survey: 

"True"     value  (Fibrometer- 

Brain  thromboplastin)   12.9. 

Mean  of  "all  methods"   12.3. 

Deviation   0.6  sees.  (4.7%). 

Interpretation 

(a)  Precision:  based  on  the  MSP  data,,  the  average  partici- 
pating laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  1%  of  the  time. 

(  h )  Accuracy :  CAP  Survey  results  indicate  the  deviation  of  the 
mean  of  "all  methods"  from  the  "true"  mean  value  to  be  within 
acceptable  limits. 

(c)  The  DHETV  error  rate  allegation  of  8-25%  appears  in- 
valid for  Prothrombin  Time. 

5.  Platelets — No  data  available. 
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6.  Glucose 

Medically  acceptable  variation:  ±.  10  mg/dl.  at  120mg/dl.  level 

(±8%) 

MSPRQCP: 

Mean  97  mg/dl. 

SD  3.8  mg/dl. 

Ave.  CV  3.9% 

CAP  Survey  ( Set  C-D  1976 )  : 

"True"  value  (Hexokinase)   88.cS  mg/dl. 

Mean  of  "all  methods"   85.5  mg/dl. 

Deviation  of  mean  from  true    -  3.3  mg/dl.  ( —  3.7% ) . 
value. 
Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participat- 
ing laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  5%  of  the  time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  of  "all  methods"  from  the  "true"  mean  value  to  be 
within  acceptable  limits, 

(c)  The  1)1  TEW  error  rate  allegation  of  18-25%  appears  in- 
valid for  Glucose. 

7.  BUN 

Medically  acceptable  variation:  ±  3  mg/dl.  at  25  mg/dl.  (±  12%) 
MSPRQCP: 

Mean  19  mg/dl. 

SD  1.0  mg/dl. 

Ave.  CV  5.5%' 

CAP  Survey  (Set  C-D  1976)  : 
"True"  value  (Berthelot  reac-    49.9  mg/dl. 
tion. 

Mean  of  "all  methods"   48.4  mg/dl. 

Deviation  of  mean  from  true    —1.5  mg/dl.  (  —  3%). 
value. 

Interpretation 

(a)  Precision:  based  on  the  MSP  data,  the  average  participat- 
ing laboratory  deviates  from  its  mean  to  a  medically  important 
degree  less  than  5%  of  the  time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  all  methods  from  the  "true"  mean  value  to  be  within 
acceptable  limits, 

(c)  The  DHEW  eiTor  rate  allegation  of  8-25%  appears 
invalid  for  B  UN. 

8.  Sodium 

Medically  acceptable  variation:  d=  5  mEq/1.  at  140mEq/l.  level 
(±3.5%) 

MSPRQCP: 

Mean  147  mEq/1. 

SD  1.9  mEq/1. 

Ave.  CV  1.3% 

CAP  Survey  (Set  C-D  1976) i: 

"True"  value  (Flame  emission  139.7mEq/l. 
photometry). 

Mean  of  "all  methods"   139.8  mEq/1. 

Deviation    0.1  mEq/.  (0.07% ). 
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Interpretation 

(a)  Precision:  based  on  MSP  data,  the  average  participating 
laboratory  deviates  from  its  mean  to  a  medically  important  de- 
gree less  than  5%  of  the  time, 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  all  methods  from  the  "true"  means  value  to  be  within 
acceptable  limits, 

(c)  The  DHEW  eiTor  rate  allegation  of  8-25%  appears 
invalid  for  Sodium. 

9.  Potassium 

Medically  acceptable  variations:  ±0.2  mEq/dl.  at  4.5  mEq/1. 
(±4%) 
MSPRQCP: 

Mean  4.4  mE8q/l. 

SD  0.1  mEq/1. 

Ave.   CV  2.4%. 

CAP  Survey  (Set  C-D  1976)  : 
"True"  value  (Flame  emission    6.00  mEq/1. 
photometry). 

Mean  of  "all  methods"   5.98  mEq/1. 

Deviation   0.02  mEq/1.  (3.3%). 

Interpretation 

(a)  Precision:  based  on  MSP  data,  the  average  participating 
laboratory  deviates  from  its  mean  to  a  medically  important  de- 
gree about  5%  of  the  time. 

(b)  Accuracy:  CAP  Survey  results  indicate  the  deviation  of 
the  mean  of  all  methods  from  the  "true"  means  value  to  be  within 
acceptable  limits, 

(c)  The  DHEW  error  rate  allegation  of  8-25%  appears  invalid 
for  Potassium. 

10.  Blood  pH — No  published  data  available. 

11.  Blood  PC V  i — No  published  data  available. 

12.  Blood  POi — No  published  data  available. 

13.  Hepatitis  B  Surface  Antigen 

Data  Sources:  CAP  Survey,  Center  for  Disease  Control  and 
Bureau  of  Biologies  of  FDA,  all  1976. 
Results:  97.5%  correct  responses. 

Interpretation 

The  accuracy  of  testing  for  hepatitis  B  surface  antigen  by  third 
generation  tests  shows  an  error  rate  below  the  8-25%  alleged  by 
DHEW.  It  should  be  noted  that  third  generation  tests  are  re- 
quired in  the  examination  of  all  donor  blood. 

14.  Syphilis  Serology 

Results:  MLIP  Survey,  1976 — 98.4%  correct  responses;  CAP 
Series  G 1976 — 96.7 %  correct  responses. 

Interpretation 

Data  both  for  Massachusetts  laboratories  (MLIP)  and  national 
laboratories  (CAP)  reveals  an  error  rate  less  than  the  8-25% 
alleged  by  DHEW. 

15.  Anatomic  Diagnosis  of  Cancer — No  published  data  available. 

16.  Papanicolaou  Smears — No  published  data  available. 
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17.  Urine  Culture 

Data  Source :  MLIP,  1976. 

Results:  Out  of  the  10  most  frequent  isolates  from  urine  cul- 
tures accounting  for  over  90%  to  total  urine  isolates,  the  follow- 
ing 5  organisms  were  submitted  to  participating  hospitals,  desig- 
nated as  "urine  cultures":  E.  coli;  K.  pneumoniae;  P.  rettgeri; 
Enterobacter,  cloacae;  Staph,  aureus.  Agreement  between  par- 
ticipating and  reference  laboratories  exceeded  95%.  E.  coli,  in 
particular,  which  accounts  for  approximately  65%  of  all  urine 
isolates,  was  identified  correctly  97  %  of  the  time. 

Interpretation 

Massachusetts  laboratories  can  identify  the  commonly  encoun- 
tered etiological  agents  of  urinary  tract  infection  with  an  error 
rate  below  the  8-25%  rate  alleged  by  DHEW. 

18.  Urine  Colony  Count — No  published  data  available. 

19.  Blood  Typing 

Data  Source :  MLIP,  March  1975  and  March,  1976. 
Results:  Agreement  between  participating  and  reference  lab- 
oratories exceeded  99%. 

20.  Compatibility  Testing 

Data  Source :  MLIP,  March  1976. 

Results :  Cross-match  results  of  participating  laboratories  were 
in  agreement  with  reference  laboratory  100%  of  the  time. 

Interpretation 

The  error  rate  for  Massachusetts  laboratories  for  blood  typing 
and  blood  compatibility  testing  is  below  the  8-25%  alleged  by 
DHEW. 

E.  Results  of  opinion  survey  of  Massachusetts  Medical  Society 
Councilors 

113  councilors  responded  to  a  questionnaire  submitted  at  the  Council 
meeting  of  February  10,  1977.  For  thirteen  of  the  testslister,  96-100% 
of  the  responders  disagreed  with  the  DHEW  allegations.  For  three  of 
the  tests,  90-95%  disagreed  and  for  four  of  the  tests,  85-89%  disagreed. 
The  responding  councilors  are  considered  to  be  a  representative  sample 
of  Massachusetts  physicians.  The  majority  of  such  physicians  indicate 
that  for  the  majority  of  tests  specified,  they  believe  the  error  rate  is 
below  the  8-25%  level  alleged  by  DHEW.  It  is  of  interest  to  note  that 
the  four  tests  assessed  most  poorly  (85-89%  disagreeing  with  DHEW) 
were  hemoglobin,  hematocrit,  white  cell  count  and  platelet  count.  For 
platelet  count  no  precision  or  accuracy  data  is  available.  For  the  other 
three  tests,  data  is  available  and  indicates  a  laboratory  precision  and 
accuracy  within  acceptable  limits,  (This  poses  a  question  regarding 
intra-individual  variation  for  blood  analytes  limited  exclusively  to  the 
vascular  compartment.  Discussion  of  this  question  is  beyond  the  scope 
of  this  report.) 

F.  General  conclusion 

Eeliable  accuracy  and  precision,  data  for  those  procedures  where 
such  data  exist  indicate  that  levels  of  accuracy  and  precision  of  Mas- 
sachusetts laboratories  are  within  medically  useful  limits.  Based  on 
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such  data,  reinforced  by  the  results  of  the  survey  of  the  councilors  and 
the  experience  of  the  members  of  the  Committee,  it  is  the  opinion  of  the 
Committee  that  the  8-25%  error  rate  allegation  by  DHEW  is  not  valid. 
The  Committee  cannot  address  those  procedures  for  which  no  data  is 
available  and  is  of  the  opinion  that  any  statements  by  DHEW  regard- 
ing error  rates  for  such  procedures  are  inappropriate.  It  is  further- 
more the  view  of  the  Commitec  that  the  determination  of  acceptable 
limits  of  variation  of  testing  in  clinical  laboratories  is  a  medical  de- 
cision which  should  be  made  appropriately  by  members  of  the  physi- 
cian community.  Based  on  these  conclusions,  the  Committee  offers  the 
following  resolutions : 

1.  Resolved,  that  for  the  following  procedures,  viz : 

Blood  typing 

Blood  compatibility  testing 
Syphilis  sereology 

Hepatitis-associated  antigen  (HBjAo) 

Serum  potassium 

Serum  sodium 

Blood  or  serum  glucose 

Blood  or  serum  urea  nitrogen 

Hemoglobin 

Hematocrit 

White  blood  cell  count 

Prothrombin  time 

Urine  culture 

existing  performance  data  for  laboratories  within  the  Commonwealth 
of  Massachusetts  indicate  that  error  rates  are  below  the  8-25%  rate 
alleged  by  the  Department  of  Health,  Education  and  Welfare. 

2.  Resolved,  that  no  threat  to  the  public  health  and  welfare  of  citi- 
zens within  the  Commonwealth  exists  on  the  basis  of  clinical  labora- 
tory performance. 

3.  Resolved,  that  the  determination  of  medically  acceptable  limits 
of  clinical  laboratory  variation  is  a  medical  judgment  which  should  be 
made  by  the  physician  community. 

4.  Resolved,  that  this  report  be  communicated  to  the  Commissioner 
of  Public  Health  of  the  Commonwealth  and  the  Secretary  of  the  De- 
partment of  Health.  Education  and  Welfare. 

George  F.  Kwass,  M.D.,  Chairman. 
Bradley  E.  Copelaxd,  M.D. 
David  aI.  aIcGoldrick,  M,D. 


SEPARATE  VIEWS  OF  DAVID  E.  SATTERFIELD,  III  AND 
ROBERT  KRUEGER 


We  largely  agree  with  the  separate  views  of  our  colleague  Mr. 
Devine,  and  have  a  feAV  additional  observations  to  make. 

One  lesson  which  the  experiences  of  the  past  decade  should  have 
taught  us  is  that  we  should  be  very  careful  in  extending  or  increasing- 
federal  regulation.  Unfortunately,  this  bill  provides  evidence  that  this 
lesson  has  not  been  learned. 

H.R.  10909  has  a  number  of  obvious  flaws.  It  does  not  adequately  dis- 
tinguish between  the  different  types  of  laboratories  to  be  regulated, 
particularly  between  independent  commercial  laboratories  and  office 
laboratories  in  which  the  physician  performs  tests  to  aid  in  the  diag- 
nosis of  his  own  patients.  It  is  true  that  laboratories  in  the  offices  of 
five  or  fewer  practitioners  are  exempted  from  direct  Federal  regula- 
tion by  this  bill,  but  it  is  clear  that  eventual  extension  of  regulation  to 
all  laboratories  is  contemplated. 

The  bill  purports  to  give  primary  enforcement  responsibility  to  the 
States  which  choose  to  regulate  clinical  laboratories  within  their 
borders,  but  such  regulation  would  be  controlled  in  all  important  re- 
spects by  the  Secretary  of  HEW.  Throughout  the  bill  unnecessary 
discretionary  powers  are  given  to  the  secretary.  We  believe  that  it  is 
time  to  stop  assuming  that  the  secretary  is  omniscient,  and  infinite  in 
his  wisdom.  To  grant  more  power  to  an  appointed  official  than  is 
clearly  required  is  both  dangerous  and  irresponsible. 

The  most  troubling  aspect  of  TI.R.  10909,  however,  is  the  lack  of 
understanding  of  the  ills  which  it  is  supposed  to  cure.  The  regulation 
which  this  bill  would  create  is  supposed  to  improve  the  quality  of  clin- 
ical laboratory  testing.  Yet  the  physicians  who  order  laboratory  tests 
generally  do  not  seem  to  feel  that  the  quality  of  test  results  is  a  sig- 
nificant problem.  The  clinical  laboratory  field  is  conceded  to  be  highly 
competitive,  and  it  is  now  possible  for  a  physician  in  any  part  of  the 
country  to  chose  from  a  large  number  of  laboratories ;  in  view  of  this 
freedom  why  would  a  physician  tolerate  poor  quality?  Without  the 
answer  to  this  question,  it  is  impossible  to  legislate  with  any  con- 
fidence. If  there  is  a  quality  problem,  the  solution  would  seem  to  lie 
with  the  physician.  It  is  worth  noting  that  nearly  all  of  the  lobbying 
for  this  bill  is  being  done  either  by  those  in  the  industry  who  will  bene- 
fit from  this  bill  through  the  limiting  of  competition  which  it  will  en- 
tail or  by  those  in  the  federal  health  care  bureaucracy  who  will  aug- 
men  their  power.  The  customers  are  strangely  silent. 

Upon  close  examination,  the  studies  purporting  to  show  high  error 
rates  which  are  relied  upon  by  proponents  of  the  bill  appear  to  be 
very  shaky  indeed.  One  set  of  figures  which  was  cited  at  the  Full 
Committee  mark-up  turns  out  to  be  over  eleven  years  old,  which  is 
ancient  history  with  respect  to  the  state  of  the  clinical  laboratory 
field,  and  of  dubious  accuracy  even  then.  To  quote  from  the  Senate 

(88) 


89 


hearings  on  the  first  Clinical  Laboratory  Improvement  Act,  held  in 
September  1967,  testimony  of  Dr.  Ernest  Simard,  president,  College 
of  American  Pathologists : 

Senator  Dominick.  What  comment  do  you  have  on  the 
statement  of  Mr.  Cohen  on  page  4  of  his  statement  indicat- 
ing that  unsatisfactory  performance  is  demonstrated  by  10 
to  40  percent  of  laboratories  in  bacteriological  testing;  30  to 
50  percent  in  various  simple  clinical  chemistries;  12  to  18 
percent  in  blood  grouping  and  typing;  10  to  30  percent  in 
hemoglobin  measurements;  40  to  80  percent  in  differential 
characterization  of  blood  cells;  and  about  20  to  30  percent 
in  measurement  of  serum  electrolytes  ?  He  goes  on  to  say  this 
information  indicates  that  erroneous  results  are  obtained  in 
more  than  25  percent  of  all  tests  analyzed  by  these  studies. 

This  was  a  study  conducted  by  the  National  Communi- 
cable Disease  Center.  What  is  your  comment  on  that? 

Dr.  Simard.  Well,  Mr.  Senator,  we  have  tried  at  great 
length  to  obtain  verification  of  the  statistical  data  that  have 
been  quoted  here.  We  have  been  unable  to  ascertain  exactly 
the  source  of  this  so-called  erroneous  work. 

We  have  been  able  to  discover,  however,  that  much  of  it 
comes  from  New  York  City,  and  the  rest  of  it  comes  pri- 
marilv  from  laboratories  that  are  under  the  direction  of  the 
U.S.  Public  Health  Service. 

The  statistics  quoted  by  the  Secretary  are  certainly  at  wide 
variance  with  the  information  that  has  been  obtained  in  our 
national  comprehensive  surveys.  For  the  past  several  years, 
as  I  have  indicated,  we  have  conducted  these  surveys,  and  the 
indications  by  the  results  that  we  have  obtained  in  these  sur- 
veys indicates  that  95  percent  of  all  of  the  procedures  that 
we  have  studied  by  these  surveys,  and  this  covers  all  types 
of  laboratories,  are  medically  useful  and  are  within  accept- 
able range  of  accuracy.  So,  therefore,  Mr.  Senator,  I  would 
have  to  disagree  with  the  statements  as  quoted  by  the 
Secretary. 

A  1973  Bureau  of  Standards  study — again,  very  much  out  of  date — 
which  is  frequently  cited  in  support  of  this  bill  sought  to  compare  the 
performance  of  interstate  laboratories,  which  are  presently  under 
federal  regulation,  with  the  performance  of  other  laboratories  by 
means  of  voluntary  proficiencv  testing  of  three  different  procedures. 
For  two  of  the  procedures,  in  clinical  chemistry  and  hematology, 
there  were  no  significant  differences  in  the  results  obtained  for  dif- 
ferent groups  of  laboratories.  For  the  third  test,  in  microbiology. 
7.6  percent  of  the  interstate  laboratory  determinations  and  19.9  per- 
cent of  all  other  determinations  were  judged  to  be  in  error.  However, 
this  study  had  several  admitted,  and  very  important,  methodological 
flaAvs.  Furthermore,  it  did  not  seek  to  compare  the  laboratories  studied 
on  any  basis  other  than  regulatory  environment,  such  as  by  size,  or 
by  number  of  tests  of  each  type  performed.  Nor  did  the  study  com- 
pare the  quality  of  test  results  from  states  such  as  California  and 
New  York,  which  have  long  had  comprehensive  laboratory  regula- 
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tion,  with  those  performed  in  states  which  do  not  have  such  regu- 
lation. 

Another  figure  which  is  often  mentioned  is  the  estimate  of  the  Cen- 
ter for  Disease  Control  that  nationally  15  percent  of  all  laboratory 
tests  are  in  error.  Given  the  extremely  limited  and  questionable  data 
from  which  it  is  derived,  this  "estimate"  can  more  accurately  be 
characterized  as  a  wild  guess. 

In  summary,  it  is  not  known,  first,  whether  there  is  a  problem  with 
clinical  laboratory  quality  which  justifies  further  Federal  legislation, 
secondly,  whether  H.R.  10909  can  be  expected  to  alleviate  the  problem 
if  one  exists,  and  finally  whether  the  costs  of  additional  regulation — 
and  the  already  high  cost  of  laboratory  tests  will  definitely  be  in- 
creased by  this  measure — will  be  exceeded  by  measurable  benefits. 

We  believe  that  to  blindly  extend  Federal  regulation  in  this  way 
is  unwise,  and  accordingly  urge  our  colleagues  to  join  us  in  rejecting 
H.R.  10909. 

David  E.  Satterfield  III. 
Robert  C.  Rrueger. 


SEPARATE  VIEWS  OF  HON.  JAMES  M.  COLLINS  (TEX.) 
ON  H.R.  10909  CLINICAL  LABORATORY  IMPROVEMENT 
ACT  OF  1978 

Elsewhere  in  this  report  I  have  endorsed  more  extensive  views  set- 
ting out  some  of  my  concerns  about  H.R.  10909.  However,  I  thought 
that  it  would  be  advisable  to  highlight  some  of  the  eflects  that  could 
flow  from  enactment  of  this  legislation. 

The  bill  will  accelerate  the  growth  of  the  already  bloated 
bureaucracy  of  the  Department  of  HEW. 

Despite  an  increased  perception  in  this  country  that  Federal 
regulation  often  has  a  debilitating  effect  on  our  economy  and  a 
corrosive  influence  on  Federal-State  relations,  the  bill  means  more 
redtape. 

The  legislation  will  fuel  rising  health  costs  by  imposition  of 
burdensome  requirements  on  the  health  care  field. 

It  will  be  difficult  and  costly  for  many  areas  to  comply  with 
the  requirements  of  this  bill — particularly  rural  areas,  notwith- 
standing the  greater  time  given  such  areas  to  meet  the  mandates. 
I  believe  that  the  Congress  should  reject  this  legislation.  It  is  even 
more  onerous  than  a  similar  bill  which  the  House  prudently  rejected 
in  1976. 

James  M.  Collins, 

M.C.  (Tex.). 
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